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MEDICAL  DEVICES 
Classification  Procedures 

AGENCY:  Food  and  Drug  Administra¬ 
tion. 

ACTION:  Proposed  rule. 

SUMMARY :  This  document  proposes 
criteria  and  procedures  for  classifying 
devices  intended  for  human  use  into 
classes  of  regulatory  control  sufficient  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  such  devices. 
The  prcqxisal  is  made  under  provisions 
of  sections  513  and  701(a)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (21  U.S.C. 

I  360c,  371(a)).  The  proposal  would  add 

a  new  Part  860  (21  CFR  Part  860)  to  pre¬ 
scribe  criteria  and  procedures  for  the 
;  classification  of  devices  into  classes  of 

regulatory  control,  the  consideration  of 
evidence  of  safety  and  effectiveness  of 
devices,  and  the  submission  and  review 
of  petitions  for  reclassification  of  de¬ 
vices.  It  also  prescribes  the  circumstances 
imder  which  information  and  data  as¬ 
sociated  with  the  classification  or  re- 
I  classification  of  devices  will  be  released 

I  to  the  public. 

DATE:  Comments  by  November  14, 1977. 
The  Conunlssicmer  proposes  that  final 
regulations  based  on  this  proposal  shall 
be  effective  (m  the  date  of  their  publica¬ 
tion  in  the  Federal  Register. 

ADDRESS:  Written  comments  (prefer¬ 
ably  four  copies)  to  the  Hearing  Clerk 
(HFC-20),  Pood  and  Drug  Administra¬ 
tion,  Room  4-65,  5600  Fishers  Lane, 
RockvUle,  Md.  20857. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT; 

Joseph  Sheehan,  Bureau  of  Medical 
Devices  (HFK-122),  Food  and  Drug 
Administration,  Department  of 
Health,  Educaticm,  and  Welfare,  8757 
Georgia  Ave.,  Silver  Spring,  Md.  20910 
(301-427-7114). 

SUPPLEMENTARY  INFORMATION : 
The  Medical  Device  Amendments  of  1976 
(Pub.  L.  94-295),  amending  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (52  Stat. 
1040  et  seq.  (21  UH.C.  201  et  seq.)), 
hereinafter  referred  to  as  “the  act,”  be¬ 
came  law  on  May  28,  1976.  Section 
513(c)  of  the  act  (21  U.S.C.  360c (c) )  re¬ 
quires  the  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare  to  prescribe,  by  regu¬ 
lation,  procedures  for  review  smd  recom¬ 
mendations  by  classification  panels  re¬ 
garding  the  classification  of  medical  de¬ 
vices  into  regulatory  control  classes. 

As  stated  in  an  FDA  notice  (Federal 
Register  of  June  4, 1976  ’(41  PR  22620) ) , 
concerning  the  implementation  of  the 
amendments,  authority  under  the  act  is 
vested  in  the  Commissioner  under  §  5.1 
(21  CFR  5.1) .  The  notice  also  stated  that 
among  the  proposed  implementing  regu¬ 
lations  to  be  published  In  the  future  in 


the  Federal  Register  would  be  proposed 
regulations  concerning  procedures  for 
the  classification  of  medlcsd  devices. 

The  agency  has  been  following  and 
will  continue  to  follow  the  procedures 
for  device  classification  contained  in  this 
proposal  until  final  regulations  are  pub¬ 
lished.  The  agency  will  proceed  with 
publication  of  proposed  regulations  clas¬ 
sifying  devices  before  promulgating  the 
final  classification  procedures  regula¬ 
tions.  There  is  no  requirement  that  the 
final  classification  procedures  regula¬ 
tions  be  promulgated  before  the  publica¬ 
tion  of  panel  recommendations  and  pro¬ 
posed  regulations  classifying  devices,  es¬ 
pecially  because  the  regulations  pro¬ 
posed  here  essentially  codify  the  proce¬ 
dures  FDA  has  been  following  since 
enactment  of  the  amendments. 

Pre-Enactment  Classification 
Recommendations 

Anticipating  eventual  enactment  of 
medical  device  legislation,  PDA  initiated 
in  1973  a  preliminary  classification  of 
medical  devices.  A  list  of  approximately 
8.000  devices  had  been  compiled  in  1971, 
and  13  classification  panels,  plus  a  Diag¬ 
nostic  Products  Advisory  Committee,  had 
been  established  by  1975.  The  panels 
made  recommendations  for  classifying 
medical  devices  into  different  classes  of 
regulatory  control  using  criteria  con¬ 
tained  in  legislative  proposals  before 
Congress  during  this  period.  The  proce¬ 
dures  that  finally  evolved  during  this 
preliminary  classification  process  were 
published  in  a  Federal  Register  notice 
on  May  19,  1975  (40  FR  21848) . 

The  panels  were  organized  according  to 
the  various  fields  of  clinical  medicine 
and  fundamental  sciences  in  which  de¬ 
vices  intended  for  human  use  are  used. 
The  panels  were  composed  of  experts  of 
diverse  backgrounds,  skilled  in  the  use 
of,  or  experienced  in  the  development, 
manufacture,  or  use  of,  medical  devices. 

Under  section  513(b)  of  the  act,  the 
Commissioner  may  either  establish  clas¬ 
sification  panels  or  use  imnels  established 
before  the  date  of  enactment  of  the 
amendments.  The  Commissioner  finds 
that  the  objectives  of  the  13  classification 
panels  established  before  enactment  sat¬ 
isfy  the  requirements  of  the  amend¬ 
ments.  He  has,  however,  rechartered 
each  panel  and  directed  it  to  reconsider 
its  previous  recommendations  in  light 
of  the  statutory  classification  criteria 
and  other  requirements  of  the  legisla¬ 
tion.  In  determining  what  recommenda¬ 
tion  to  make  to  the  Commissioner  with 
respect  to  the  classification  of  a  device, 
a  panel  may  use  information  obtained, 
findings  developed,  and  judgments 
reached  before  enactment  of  the  amend¬ 
ments  (Ref.  1,  at  p.  39). 

As  noted  above,  the  Commissioner  de¬ 
cided  to  retain  the  13  medical  device 
classification  panels  that  were  estab¬ 
lished  before  enactment  of  the  amend¬ 
ments  and  rechartered  them  by  a  notice 
published  in  the  Federal  Register  of 
August  25,  1976  (41  FR  35877) .  In  addi¬ 
tion,  the  six  subcommittees  of  the  Diag¬ 
nostic  Products  Advisory  Committee 
were  chartered  as  separate  classification 


panels  (41  FR  35878,  August  25,  1976). 
As  a  result,  there  are  now  18  chartered 
classification  panels.  This  number  may 
be  reduced  in  the  future.  Hie  titles  of 
the  classification  panels  and  names  of 
members  have  been  filed  with  and  are 
available  for  review  at  the  office  of  the 
Hearing  Clerk  (HFC-20),  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

Summary  of  Statutory  Requirements 

Section  513  at  tlie  act  establishes  three 
classes  of  regulatory  control  for  medical 
devices  and  requires  FDA  to  classify  all 
devices  intended  for  human  use  into  one 
of  those  classes.  They  are:  Class  I,  Gen¬ 
eral  Controls;  class  II,  Performance 
Standards;  and  class  III,  Premarket  Ap¬ 
proval. 

Section  513(a)(1)(A)  of  the  act  de¬ 
fines  class  I  devices  as  those  devices  (1) 
for  which  there  is  sufficient  Information 
to  determine  that  the  provisions  of  the 
act  with  respect  to  adulteration;  mis¬ 
branding;  registration;  banning;  defect 
notification;  repair,  replacement,  or  re¬ 
fund;  records  and  reports;  and  good 
manufacturing  practices  (referred  to  as 
"general  controls”  hereafter)  will  pro¬ 
vide  msonable  assurance  of  the  safety 
and  effectiveness  of  the  device  or  (2)  for 
which  there  is  insufficient  Information  to 
determine  that  general  controls  are  suffi¬ 
cient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device 
or  to  establish  a  performance  standard 
to  provide  such  assurance  but  which  are 
not  purported  or  represented  to  be  for 
a  use  in  supporting  or  sustaining  human 
life  or  for  a  use  which  is  of  substantial 
importance  in  preventing  impairment 
of  human  health  and  do  not  present  a 
potential  unreasonable  risk  of  illness  or 
injury*  CTlass  I  devices  are  to  be  regu¬ 
lated  under  the  general  controls  provi¬ 
sions  of  the  act. 

Section  513(a)(1)(B)  of  the  act  de¬ 
fines  class  n  devices  as  those  devices  for 
which  general  controls  alone  are  insuffi¬ 
cient  to  provide  reasonable  assurance  of 
safety  and  effectiveness  and  for  which 
there  is  sufficient  information  to  estab¬ 
lish  a  performance  standard  to  provide 
such  assurance.  Class  II  devices  will  be 
subject  to  performance  standards  to  be 
established  under  section  514  of  the  act. 
The  policy  that  FDA  intends  to  develop 
and  apply  with  respect  to  performance 
standards  was  the  subject  of  a  Federal 
JlBGiSTxx  notice  on  August  12,  1976  (41 
PR  34099) .  A  proposed  procedural  regu¬ 
lation  governing  section  514  of  the  act 
will  be  published  in  the  Federal  Register 
in  the  near  future. 

Section  513(a)(1)(C)  of  the  act  de¬ 
fines  class  in  devices  as  those  devices  for 
which  there  is  insufficient  information  to 
determine  that  general  controls  will  as¬ 
sure  their  safety  and  effectiveness  and 
for  which  there  is  insufficient  informa¬ 
tion  to  establish  a  performance  standard 
to  provide  such  assurance,  and  which 
are  purpOTted  or  represented  to  be  for 
a  use  in  supporting  or  sustaining  human 
life  (M*  for  a  use  which  is  of  substantial 
importance  in  preventing  impairment  of 
human  health,  or  which  present  a  poten¬ 
tial  unreasonable  risk  of  illness  or  injury. 
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Class  ni  devices  are  subject,  under  sec¬ 
tion  515  of  the  act.  to  premarket  appro¬ 
val.  The  requirements  of  the  act  with  re¬ 
spect  to  premarket  approval  procedures 
and  requirements  will  be  the  subject  of 
a  proposed  regulation,  which  will  be  pub¬ 
lished  in  the  Federal  Register  in  the 
future. 

Under  section  513^a)  (2)  of  the  act, 
the  safety  and  effectiveness  of  a  device 
are  to  be  determined  with  respect  to  the 
persons  for  whose  use  the  device  is  rep¬ 
resented  or  intended;  with  respect  to  the 
conditions  of  use  prescribed,  recom¬ 
mended,  or  suggested  in  the  labeling  of 
the  device:  and  weighing  any  probable 
benefit  to  health  from  the  use  of  the  de¬ 
vice  against  any  probable  risk  of  illness 
or  Injury  from  such  use.  The  effective¬ 
ness  of  a  device  is  to  be  determined  on 
the  basis  of  well-controlled  investiga¬ 
tions,  Including  clinical  investigations 
where  appropriate,  by  experts  qualified 
by  training  and  experience  to  evaluate 
toe  effectiveness  of  a  device.  TTie  Com¬ 
missioner  may  authorize  toe  effectiveness 
of  a  device  to  be  evaluated  on  toe  basis 
of  other  valid  scientific  evidence  if  he 
determines  such  evidence  to  be  sufficient. 

Section  513(b)  of  toe  act  requires  the 
Commissioner  to  establish  panels  of  ex¬ 
perts  or  use  panels  of  experts  already  es¬ 
tablished  to  make  recommendations  with 
respect  to  the  classiflcaition  of  devices. 
These  panels  must  consist  of  persons  who 
are  qualified  by  training  and  experience 
to  evaluate  the  safety  and  effectiveness 
of  the  devices  and  who,  to  the  extent 
feasible,  possess  skill  in  the  use  of,  or  ex¬ 
perience  in  toe  development,  manufac¬ 
ture,  or  utilization  of,  the  devices.  Each 
panel  must  consist  of  members  with  ade¬ 
quately  diversified  expertise  in  clinical 
and  administrative  medicine,  engineer¬ 
ing,  biological  and  physical  sciences,  and 
other  rrfated  professions.  Each  panel 
must  also  include,  as  nonvoting  mem¬ 
bers,  a  representative  of  consumer  inter¬ 
ests  and  a  representative  of  interests  of 
toe  device  manufacturing  industry. 

Section  513(c)(1)  of  the  act  provides 
that  toe  panels  are  to  be  organized  ac¬ 
cording  to  the  various  fields  of  clinical 
medicine  and  fundamentsd  sciences  in 
which  devices  are  used.  The  Commis¬ 
sioner  must  refer  a  device  to  toe  appro¬ 
priate  panel  for  its  review  imd  recom¬ 
mendation  with  respect  to  the  classifica¬ 
tion  of  the  device.  In  making  their  re¬ 
views,  the  panels  are  required  to  provide 
an  opportunity,  to  the  maximum  extent 
iH’acticable,  for  interested  p^sons  to  sub¬ 
mit  data  and  views  on  toe  classification 
of  devices. 

Section  513(c)(2)  of  the  act  provides 
that  a  pan^  recommendation  on  the 
classification  of  a  device  must  include  a 
summary  <rf  toe  reasons  for  the  rectrni- 
mendation;  a  summary  of  the  data  upon 
which  the  recommendation  is  based;  an 
identification  of  the  risks  to  health  (if 
any)  presented  by  toe  device;  and,  to  toe 
extent  practicable,  a  recommendation 
for  toe  assignment  of  a  priority  for  the 
application  to  the  device  ot  the  require¬ 
ments  ol  section  514  the  act,  regard¬ 
ing  perfcmnance  standards,  or  section 
515  of  the  act,  regarding  premarket  ap¬ 


proval,  if  recommended  to  be  classified 
in  class  n  or  class  m.  respectively. 

Further,  section  513(c)  (2)  of  the  act 
ptrovides  that  a  panel  recommendation 
for  the  classlhcation  of  a  device  in  class 
I  must  include  a  recommendaUim  on 
whether  toe  device  should  be  exempted 
from  one  or  more  of  toe  requirements 
of  section  510  of  the  act  (registration), 
section  519  of  the  act  (records  and  re¬ 
ports)  ,  or  section  520(f)  of  the  act  (good 
manufacturing  practices).  Under  section 
513(d)  of  toe  act,  toe  Commissioner, 
when  promulgating  a  regulation  classi¬ 
fying  a  device  in  class  I,  must  state 
which,  if  any,  of  these  requirements  will 
be  made  inai^licable  and  his  reasons  for 
making  such  requirement  (s)  inapplica¬ 
ble. 

Section  513(c)  of  the  act  contains 
special  provLsions  for  panel  recom¬ 
mendations  on  the  classification  of  a 
device  that  is  intended  to  be  implanted 
in  the  human  body  or  is  purported  or 
represented  to  be  for  a  use  in  supporting 
or  sustaining  human  life.  The  panel 
must  recommend  that  such  a  device  be 
classified  in  class  in  unless  it  deter¬ 
mines  that  such  classiflcatlCHi  is  not  nec¬ 
essary  to  a.ssure  the  safety  and  effec¬ 
tiveness  of  the  device,  in  which  case  it 
must  set  forth  the  reasons  in  its  classi¬ 
fication  recommendation.  Similarly,  un¬ 
der  section  513(d)  of  the  act,  the  Com- 
missiimer  is  required  to  classify  im¬ 
plants  and  life-supporting  and  life-sus¬ 
taining  devices  in  class  ni,  unless  he 
determines  that  such  classification  is  not 
necessary  to  assure  the  safety  and  ef¬ 
fectiveness  of  the  device.  A  proposed 
regulation  classifying  such  a  device  in 
a  class  other  than  class  III  must  be  ac¬ 
companied  by  a  full  statement  of  toe 
Commissioner’s  reasons  for  not  classi¬ 
fying  it  in  class  lH  and  an  identification 
of  the  risks  to  health  (if  any)  presented 
by  the  device. 

Section  513(d)  of  the  act  requires  the 
Commissioner  to  publish  in  the  Federal 
Register  panel  reccunmendations  and 
proposed  classification  regulations.  After 
providing  an  opportunity  for  comment, 
the  Commissioner  must  by  final  regula¬ 
tion  classify  the  device.  This  subsection 
also  authorizes  the  Commissioner,  in  his 
discretion,  to  establish  priorities  to  be 
used  in  promulgating  a  performance 
standard  or  requiring  premarket  ap¬ 
proval  for  class  II  and  class  HI  devices, 
respectively. 

Section  513(e)  of  toe  act  provides  that, 
based  upon  new  information  relevant* 
to  the  classification  of  a  device,  the 
Commissioner  may,  upon  his  own  initia¬ 
tive  or  upon  petition  of  any  interested 
person,  change  the  classification  of  a 
device  and  revoke  any  performance 
standard  or  premarket  approval  re¬ 
quirement  with  respect  to  the  device. 
The  Commissioner  is  authorized,  but  not 
required,  to  obtain  classification  panel 
review  and  recommendations  with  re¬ 
spect  to  a  proposed  change  in  classifi¬ 
cation  imder  this  subsection.  If  he  does 
obtain  panel  review,  toe  resulting  panel 
recommendations  must  be  published  in 
toe  Federal  Register.  A  regulatlcm 
changing  the  classification  of  a  device 


from  class  m  to  class  n  may  provide 
that  toe  classification  will  not  take  ef¬ 
fect  until  the  effective  date  of  a  per¬ 
formance  standard  for  the  device. 

The  classification  procedures  cmi- 
tained  in  section  513(b) — (d)  of  the  act, 
and  discussed  above,  apply  to  the  initial 
classification  of  “old”  devices,  i.e.,  those 
which  either  were  in  commercial  distri¬ 
bution  before  the  date  of  enactment  of 
the  amendments  or  are  substsmtially 
equivalent  to  devices  in  commercial  dls- 
trlbutiim  before  that  date.  Section  513 
(f)  of  the  act  contains  special  provi¬ 
sions  for  the  classification  of  “new”  de¬ 
vices,  i.e.,  those  which  were  not  in  ccm- 
mercial  distribution  before  toe  date  of 
enactment  and  are  not  substantially 
equivalent  to  any  which  were  in  distri¬ 
bution.  Such  a  device  is  automatically 
classified  in  class  ni  unless  it  is  sub¬ 
stantially  equivalent  to  another  new  de¬ 
vice  that  has  been  reclassified  to  class 
I  or  n. 

Section  513(f)  of  the  act  also  contains 
provisions  allowing  the  manufacturer  or 
importer  of  a  device  classified  by  statute 
in  class  ni  to  petition  for  reclassification 
in  class  I  or  class  n.  Within  30  days  after 
toe  filing  of  such  a  petition,  toe  Com¬ 
missioner  must  notify  toe  petitioner  of 
any  deficiencies  in  the  petition  that  pre¬ 
vent  him  fnxn  making  a  decision  on  it. 
After  it  has  beai  determined  that  the 
petition  contains  no  such  deficiency,  the 
Commissioner  must  refer  the  petition  to 
the  appropriate  classification  panel  for 
review.  The  panels  must  provide  an  op¬ 
portunity  for  interested  persons  to  sub¬ 
mit  data  and  views.  A  panel  recommen¬ 
dation  for  the  classification  of  a  device 
in  class  I  must  include  a  recommenda- 
ti<m  whether  the  device  should  be  ex¬ 
empted  from  any  of  the  requirements 
of  section  510,  519,  or  520(f)  of  toe  act 
and.  where  appropriate  and  lu-acticable, 
priorities  for  the  applicaticm  of  sections 
514  and  515  of  toe  act  to  class  n  and 
class  ni  devices,  respectively.  Under  sec¬ 
tion  513(f)  of  the  act,  if  a  petitioner 
seeks  the  reclassificatimi  of  a  device  that 
is  intended  to  be  implanted  or  is  pur¬ 
ported  or  r^resented  to  be  for  a  life¬ 
supporting  or  life-sustaining  use,  the, 
panel  must  recommend  that  toe  petition 
be  denied  unless  the  panel  finds  that 
classification  in  class  IH  is  not  necessary 
to  provide  reasonable  assurance  of  toe 
safety  and  effectiveness  of  the  device. 
The  panel  must  make  its  rectHiunenda- 
tion  to  the  Commissioner  within  90  days 
of  the  date  of  referral  of  a  petiticm  to 
reclassify.  Panel  recommendations  on 
petitions  to  reclassify  under  section 
513(f)  of  the  act  must  be  published  for 
cmnment  in  the  Federal  Register. 
Within  90  days  after  receipt  of  toe  panel 
recommendaticoi,  and  no  more  than  210 
days  after  the  filing  of  the  petition,  the 
Commissioner  must  by  order  deny  or 
approve  toe  petition.  If  the  Commis¬ 
sioner  approves  the  petition,  he  must  re¬ 
classify  the  device  by  order  in  class  1  or 
class  n.  An  order  under  this  section  re¬ 
classifying  a  device  in  class  I  must  state 
whether  the  devise  is  to  be  exempted 
from  any  of  the  requlrCTients  of  section 
510,  519  or  520(f)  (if  the  act.  The  Com- 
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mlssloner  must  deny  any  petition  for  re¬ 
classification  of  a  device  that  is  lnt«ided 
to  be  imi^anted  or  is  purpmted  or  rep¬ 
resented  to  be  for  a  use  in  supporting  or 
sustaining  human  life,  unless  the  Com¬ 
missioner  determines  that  classification 
in  class  m  is  not  necessary  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device. 

Section  513(g)  of  the  act  provides 
that  any  person  seeking  Information  re¬ 
specting  the  class  in  which  a  device  has 
been  classified  or  the  requirements  ap¬ 
plicable  to  a  device  under  the  act  is  en¬ 
titled  to  receive  a  written  statement  of 
the  Information  sought  within  60  days  of 
receipt  by  the  Commissioner  of  a  wrlt- 
tm  request. 

The  regulations  proposed  herein  also 
implement  other  se^oo;  of  the  act  that 
affect  classification,  i.e.,  sections  514(b), 
515(b)  and  520(1)  of  the  act.  Section 
514(b)  of  the  act  requires  the  Ck>niml8- 
sioner,  when  initiating  a  proceeding  for 
the  develomnent  of  a  performance  stand¬ 
ard  for  a  class  n  device,  to  publish  in  the 
Federal  Register  a  notice  of  an  (vpor- 
tunlty  to  request  a  change  in  classifica¬ 
tion  of  the  device  based  <hi  new  informa¬ 
tion  relevant  to  the  classification  of  the 
device.  Section  515(b)  of  the  act  requires 
that  the  same  type  of  notice  be  Induded 
in  a  notice  of  proposed  rulemaking  Ini¬ 
tiating  a  proceeding  to  require  premarket 
approval  of  a  class  m  device.  A  request 
to  change  classification  of  a  device  In 
response  to  a  notice  Issued  pursuant  to 
section  514(b)  or  515(b)  of  the  act  must 
be  filed  within  15  days  of  publication  of 
the  notice.  The  Commissioner  must  then 
consult  with  the  appropriate  classifica¬ 
tion  panel  and,  within  60  days  of  publi¬ 
cation  of  the  notice,  by  order  published 
in  the  Federal  Register,  either  deny  the 
request  or  give  notice  of  his  intention  to 
initiate  a  change  in  classification  under 
section  513(e)  of  the  act. 

Section  520(1)  provides  that  any  de¬ 
vice  Intended  for  human  use  that  (1) 
had  an  approved  or  pending  new  drug 
application  (NDA)  on  the  date  of  en¬ 
actment;  (2)  had  in  effect  an  investiga¬ 
tional  new  drug  exemption  (IND)  under 
section  505(1)  of  the  act  on  the  date  of 
enactment;  (3)  is  substantially  equiva¬ 
lent  to  a  device  that  had  an  approved  or 
pending  NDA  or  an  effective  IND;  (4) 
had  been  declared  by  the  Commissioner 
to  be  a  new  drug  before  the  date  of  en- 
£u;tment;  or  (5)  had  legal  actions  pend¬ 
ing  with  respect  to  it  in  a  United  States 
court  on  the  date  of  enactment  for  an 
alleged  violation  of  new  drug  require¬ 
ments  Is  automatically  classified  in  class 
in.  Hie  manufacturer  or  importer  of  a 
device  classified  in  class  m  by  subsec¬ 
tion  520(1)  of  the  act  may  petition  for 
reclassification  of  the  device.  Within  30 
days  after  the  filing  of  such  a  petition, 
the  Ccxnmissioner  must  notify  the  peti¬ 
tioner  of  any  deficiencies  in  the  petition 
that  prevent  him  from  making  a  decision 
on  it.  After  receipt  of  a  petition  adequate 
for  review,  the  Commissioner  must  af¬ 
ford  the  petitioner  an  opportunity  for  an 
Informal  hearing  and  consult  with  the 
appropriate  classification  panel.  Within 
180  days  after  the  filing  of  that  petition. 


the  Commissioner  must,  by  order,  either 
deny  the  petition  or  order  the  classifica¬ 
tion  of  the  device  in  class  I  or  class  IL 

Administrativb  Practices  and  Proced¬ 
ures  Regulations  Appucable  to  Clas¬ 
sification  Panels 

In  addition  to  the  regulations  iN'oposed 
for  Part  860,  classification  panels,  as 
advisory  committees,  have  been  and  will 
continue  to  be  subject  to  the  regulations 
at  21  CFR  Part  14,  which  prescribe  ad¬ 
ministrative  practices  and  procedures  for 
public  advisory  committees,  including 
rules  for  conducting  meetings  and  hear¬ 
ings  before  advisory  committees.  These 
regulaticHis  became  final  by  publication 
in  the  Federal  Register  of  November  26, 
1976  (41  FR  52148),  were  recodified  in 
the  Federal  Register  of  March  22,  1977 
(42  FR  15553),  and,  with  the  May  19, 
1975  notice  concerning  interim  classifi¬ 
cation,  essentially  satisfy  the  require¬ 
ment  in  section  513(c)  of  the  act  for  pro¬ 
cedural  regulations  governing  the  review 
and  recommendations  made  by  device 
classification  panels.  As  described  above, 
the  19  existing  classification  panels  have 
been  chartered  and  are  c^jeratlng  In  ac¬ 
cordance  with  these  regulations  and  the 
applicable  requirements  of  section  513 
of  the  act  and  will  so  continue  In  carry¬ 
ing  out  their  functions  imder  the  pro¬ 
posed  Part  860. 

Conforming  Changes  in  Other  FDA 
Regulations 

The  new  procdures  for  classification 
proposed  in  Part  860  would  require  cor¬ 
responding  changes  in  other  existing 
agency  regulations  in  Title  21  of  the  Code 
of  Federal  Regulations.  A  brief  summary 
of  these  changes  follows. 

Hearings  under  section  520 il)  of  the 
act.  Section  16.1  (21  CFR  16.1)  would  be 
amended  to  provide  that  the  oiH>ortunity 
for  an  informal  hearing  In  cminectlon 
with  petitions  for  reclassification  imder 
§  860.136  would  be  conducted  in  accord¬ 
ance  with  the  procedures  governing  reg¬ 
ulatory  hearings.  The  Commissioner  be¬ 
lieves  that  the  regulatory  hearing  pro¬ 
cedures  in  21  CFR  Part  16  are  consistent 
with  the  intent  of  Congress  that  an  In¬ 
formal  hearing  regarding  medical  de¬ 
vices  belance  differing  needs  (Ref.  1  at 
p.  53). 

Public  disclosure  of  data  and  informa- 
tion.  Section  20.100(c)  (21  CFR  20.100 
(c))  would  be  amended  to  add  a  new 
sentence  establishing  the  special  rules  of 
§  860.5  governing  the  disclosure  and  the 
use  by  the  Commissioner  of  any  data 
and  information  submitted  either  to  him 
or  to  classification  panels  in  connection 
with  classification  or  reclassification  of 
devices. 

Proposed  Regulation 

Scope.  Proposed  §  860.1  defines  the 
scope  of  Part  860.  Generally,  Part  860 
prescribes  the  criteria  and  procedures  to 
be  used  by  classification  panels  and  the 
Commissioner  in  the  classification  and 
reclassification  of  devices  imder  sec¬ 
tions  513,  514(b),  515(b)  and  520(1)  ot 
the  act.  In  addition.  It  supplements  Part 
14  (21  crPR  Part  14)  by  providing  pro¬ 
cedures  for  participation  by  Interested 


persons  in  proceedings  to  classify  and  re¬ 
classify  devices,  prescribes  the  kinds  of 
data  acceptable  for  determining  safety 
and  effectiveness  of  devices,  and  pre¬ 
scribes  rules  governing  use  and  release  of 
Information  submitted  to  classification 
pcmels. 

Definitions.  Proposed  i  860.3  defines 
terms  used  In  Part  860.  The  proposed 
definltons  of  the  three  classes  of  regula¬ 
tory  control  at  proposed  8  860.3(c)  are 
adapted  from  section  513(a)(1)  of  the 
act.  Consistent  with  the  legislative  his¬ 
tory,  the  Commissioner  considers  the 
cla^  definitions  to  be  flexible  guides  per¬ 
mitting  placement  of  a  device  in  the  class 
which  provides  controls  adequate  to  rea¬ 
sonably  assure  safe  and  effective  use  of 
the  device  in  actual  practice  (Ref.  1  at 
pp.  15-17,  34-36).  In  evaluating  a  device 
for  safety  and  effectiveness  for  purposes 
of  determining  the  appropriate  class  of 
regulatory  control,  c^i^ification  panels 
and  the  Commissioner  may  consider  the 
actual  uses  to  which  a  device  Is  put  as 
well  as  those  which  are  described  in  the 
labeling  or  promotional  material  for  the 
device.  Further,  a  device  which  has  more 
than  one  use  may  be  classified  in  one 
class  for  one  of  its  uses  and  another  for 
a  second  use.  Although  no  device  can  be 
regulated  adequately  in  Class  I  or  class  II 
unless  there  are  adequate  data  and  infor¬ 
mation  establishing  its  safety  and  effec¬ 
tiveness,  a  device  for  which  there  are 
such  data  and  information  may  never¬ 
theless  require  regulation  in  class  III 
because  of  the  public  health  concerns 
posed  by  its  use.  In  determining  whether 
the  controls  provided  by  class  I  or  class  II 
are  adequate  to  provide  reasonable  as¬ 
surance  of  the  safe  and  effective  use  of  a 
device  in  actual  practice,  classification 
panels  and  the  Commissioner  may  con¬ 
sider  such  practical  matters  as.  for  ex¬ 
ample.  the  degree  of  difficulty  of  en¬ 
forcing  general  controls  with  respect  to 
the  particular  device  through  judical 
action  and  the  length  of  time  required  to 
develop  and  promulgate  a  performance 
standard  for  the  particular  device.  Such 
practical  matters  are  relevant  to  the  de¬ 
termination  of  whether  the  controls  pro¬ 
vided  by  class  I  or  class  II  are  adequate 
in  light  of  the  particular  health  concerns 
posed  by  a  peurticular  device.  Finally,  if 
the  manufacturer  or  Importer  of  a  class 
in  device  believes  that  the  device  can  be 
regulated  adequately  by  a  performance 
standard,  he  may  submit  a  proposed 
standard  to  FDA  and  petition  for  re¬ 
classification  of  the  device  to  class  II  in 
accordance  with  proposed  Subpart  C  of 
Part  860. 

The  priHJOsed  definition  of  “implant” 
provides  that  devices  not  intended  to  re¬ 
main  in  the  human  body  for  30  days  or 
more  will  not  be  regarded  as  implants 
for  piuposes  of  the  act’s  special  pro¬ 
visions  regarding  implants,  unless  neces¬ 
sary  to  protect  human  health.  This  is 
consistent  with  the  Intent  of  Congress 
as  expressed  in  the  legislative  history 
(Ref.  2,  at  p.  58). 

The  proposed  definition  of  “life-sup¬ 
porting  or  life-sustaining  device”  was 
adapted  from  the  l^dslative  history  (Ref. 
2,  at  p.  58) .  Generally,  a  device  must  be 
used  in  the  restoration  or  continuation 
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of  a  bodily  function  important  to  life 
to  be  a  life-supporting  or  life-sustaining 
device. 

In  i  860.3(f) ,  the  Commissioner  is  also 
proposing  a  definition  of  “classiflcatlon 
questlMmalre.’*  In  the  May  19.  1975 
notice  concerning  classification,  an  18- 
question  classification  logic  ssrstem  was 
included  which  has  since  been  conformed 
to  the  classiflcatlon  provisions  in  the  act 
as  enacted.  The  classification  question¬ 
naire  is  intended  only  to  assist  in  deter¬ 
mining  the  proper  device  classification  by 
facilitating  the  apidlcation  of  the  cri¬ 
teria  in  proposed  1860.3(c). 

Besides  the  18 -question  classification 
questionnaire  that  arill  be  used  tor  most 
devices,  a  seperate  six-question  question¬ 
naire  has  been  develop^  for  use  in  clas¬ 
sifying  in  vita  diagnose  products,  which 
are  a  kind  of  device.  This  seperate  ques¬ 
tionnaire  is  desirable  because  of  the  dif¬ 
ferent  characteristics  of  invltro  diag¬ 
nostic  products. 

The  current  classification  question¬ 
naires  read  as  foUoars: 

Oenxkal  Detick  Classification 
OTTEsnoNNAnts 

Question  1:  Is  the  device  custon  msde? 
Answer. •’Tea — Go  to  question  2.  No — Oo  to 
question  3. 

Question  2:  Although  the  device  Is  custom 
made,  can  standards  be  applied? 

Answer:  Yea  or  No — Oo  to  question  17. 
Question  3:  Is  the  device  llfe-sustalnlng  or 
Ufe-supportlng? 

Answer:  Yes — Oo  to  question  5.  No — Oo  to 
question  4. 

Question  4:  Is  the  device  or  diagnostic  In¬ 
formation  derived  from  use  of  the  device 
potentially  hasardous  to  life  or  good  health 
when  properly  used? 

Answer:  Yes — Oo  to  question  5.  No — Oo  to 
question  7.  Do  not  know — Oo  to  question  5. 

Question  5:  Is  the  device  of  such  a  nature 
that:  (a)  Sufficient  scientifle  and  medical 
data  exist  from  which  adequate  standards 
governing  the  device  safety  and  efficacy  could 
not  be  established;  and,  (b)  development 
and  application  of  such  a  standard  would 
be  adequate  to  control  the  device? 

Answer:  Yes — Oo  to  question  7.  No — Oo  to 
question  6.  Do  not  know — Oo  to  question  6. 

Question  6;  Is  the  device  currently  in  use 
and  marketed  in  the  United  States? 

Answer:  Yes  or  No — Oo  to  question  7. 
Question  7:  When  the  device  Is  used.  Is  it 
remote  from  the  body?  (Remote  means  no 
physical  or  energy  connection  io  the  body, 
nor  la  It  used  as  a  part  ot  a  delivery  system 
for  gases,  fluids,  or  other  materials  to  or  from 
the  body.) 

Answer:  Yes — Oo  to  question  14.  No — Oo 
to  question  8.  (Device  Is  not  remote  if  it  Is: 
(1)  Associated  with  the  body  through  some 
form  of  energy  transmission  or  conduction 
or  used  as  a  delivery  system  for  gases,  fluids 
or  other  materials  to  or  from  the  body;  (3) 
used  on  surface  of  the  body;  (3)  used  in 
contact  with  an  internal  body  surface  or 
cavity  used  as  a  short-term  Implant; 
and/or  (4)  used  as  a  long-term  implant  that 
is  desgned  to  be  Inserted  into  the  body  and 
reside  Indeflnltely  within  the  body.)  Do  not 
know — Oo  to  question  8. 

Question  t:  Is  the  device  powered  by  a  non- 
manual  external  or  Internal  source  (such  as 
electrical,  pneumatic,  nuclear,  etc.)  ? 

Answer;  Yes — Oo  to  question  9.  No — Oo  to 
question  13. 

Question  2:  Will  the  use  of  tbs  device  or 
failure  of  power  or  device  power  source  pre¬ 
sent  a  potential  hazard  to  the  patient? 


Answer:  Tea  or  No— Ck>  to  question  10. 
Do  not  know  Oo  to  question  10. 

Question  19:  Doss  the  dsvlos  emit  and/or 
Infsct  any  form  of  energy  to  or  Into  tbs 
body? 

Answer:  Yes — Oo  to  question  11.  No— Oo 
to  question  13. 

Question  11:  Have  the  energy  levels  used 
been  shown  to  be  acceptable? 

Answer:  or  No — Oo  to  question  12. 

Question  12:  Will  malfunction  of  the  de¬ 
vice  result  In  safe  energy  levels? 

Answer:  Yes  or  No — Oo  to  question  13.  Do 
not  know — Oo  to  question  13. 

Question  13;  Does  the  device  use  material 
for  contact  with  the  body  which  is  generally 
acceptable  or  has  known  and  acceptable 
properties  which  can  be  provided  with  no 
additional  control  requirements? 

Answer:  Yes  or  No— Cto  to  question  14.  Do 
not  know — Oo  to  question  14. 

Question  14:  Does  the  device  have  any 
known  hazards,  limitations,  or  shortcomings 
which  can  be  avoided  by  i^omulgation  of 
Federal  regulations  applicable  to  the  device 
in  question? 

Answer:  Yes  or  No — Oo  to  question  15. 
Question  15:  If  the  device  performs  some 
measurement  function,  should  the  accuracy, 
reproducibility,  or  llmitetlons  ot  the  Infor¬ 
mation  supplied  be  clearly  indicated  to  the 
user  by  appropriate  labeling,  instructions,  or 
precautions? 

Answer:  Yes — Oo  to  question  16.  Special 
labeling  may  be  required  to  indicate  the  ac¬ 
curacy,  reproducibility,  or  limitations  of  the 
information  supplied  by  the  device.  No — Oo 
to  question  16. 

Question  16:  Does  the  device  have  perform¬ 
ance  characteristics  which  should  be  main¬ 
tained  at  a  satisfactory  level,  such  lev^  hav¬ 
ing  general  agreement  among  the  user 
groups? 

Answer:  Yes  or  No — Oo  to  question  17. 
Question  17:  Is  the  device  used  with  other 
devices  in  such  a  way  that  the  system  In 
which  it  is  used  can  be  hazardous  if  the 
system  is  not  assembled,  used,  or  maintained 
in  a  satisfactory  fashion? 

Answer:  Yes  or  do  not  know — Special  la¬ 
beling  may  be  required  to  warn  the  user  that 
the  device  may  be  hazardous  if  the  system  is 
not  assembled,  used,  or  maintained  In  a  sat¬ 
isfactory  fashion. 

Question  18:  Is  the  device  potentially  haz¬ 
ardous  to  the  fetus  or  the  gonads  when  prop¬ 
erly  used? 

Answer:  Yes  or  do  not  know — ^The  device 
will  be  reviewed  by  the  obstetrical  and  gyne¬ 
cological  panel  and  the  dassifying  panel 
Jointly  for  further  classiflcatlon. 

In  Vitro  Diagnostic  Product  Classification 

QUESnONNAIRX 

Question  1 :  Is  the  in  vitro  diagnostic  prod¬ 
uct  or  Information  derived  from  the  use  of 
the  diagnostic  product  potentially  hazar^us 
to  life,  health,  or  well  being  when  put  to 
Ite  Intended  use? 

Answer:  Yes  or  No — Oo  to  question  2. 
Question  2:  Are  general  controls  (class  I), 
adequate  to  ensure  the  safe  and  effective 
use  of  the  product? 

Answer:  Yes — Oo  to  question  5.  No — Oo  to 
question  3. 

Question  3:  Considering  the  nature  and 
complexity  of  the  product  and  available  scl- 
entlflc  and  medical  data,  is  It  possible  to 
develop  a  standard  or  set  of  standards  to 
control  the  safety  or  effectiveness  of  the  di¬ 
agnostic  product? 

Answer:  Yes — Go  to  question  5.  No — Go  to 
question  4. 

Question  4:  Can  some  emnponents  or  char¬ 
acteristics  of  the  product  be  adequately  con¬ 
trolled  by  standards?  Specify. 

Answer:  Yes  or  No— Oo  to  question  5, 


Question  S:  Are  there  any  special  problems 
relating  to  the  product  that  require  qwdal 
attention:  (For  eeample,  special  labeling  re¬ 
quirements  Including  areas  such  as  warn¬ 
ings)  ?  Identify  ths  problem. 

Answer:  Yes — Oo  on  to  question  6. 

Question  6:  Does  the  product  require  some 
form  of  certification?  Define. 

The  Commissioner  is  also  proposing  a 
definition  of  “supplemental  data  sheet.” 
The  sui;H?l6m6ntal  data  sheet  has  been 
prepared  to  gather  together  and  report 
information  relevant  to  the  classifica¬ 
tion  and  reclassification  of  a  device  and 
is  to  be  used  by  classification  pcmels  and 
may  be  used  in  petitions  for  reclassiflca- 
tkm  to  satisfy  the  requirements  of  pro¬ 
posed  i  860.123(a)(3). 

The  classification  questkmnaire  and 
supplemratal  data  sheet  may  be  changed 
from  time  to  time  as  the  agency  gains 
experience  in  their  use.  Current  copies 
may  be  obtained  from  the  Classiflcatimi 
Coordinator  (HFK-400).  Bureau  of 
Medical  Devices,  Food  and  Drug  Admin¬ 
istration.  8757  Georgia  Ave.,  Silver 
Spring,  MD  20910. 

The  prcqxised  definition  of  "generic 
type  of  device”  is  intended  to  identify 
those  device  products  that  are  so  similar 
that  they  can  be  cimsidered  the  same 
type  of  device  for  purposes  of  aiHiIyiug 
the  regulatory  controls  provided  by  the 
act.  The  definition  of  “generic  type  of 
device”  is  important  for  proposed  Part 
860  because  actions  taken  on  both  clas¬ 
sification  and  reclassification  apply  to 
.all  devices  which  are  within  the  same 
generic  type  of  device  and  which  are 
substantially  equivalent.  This  approach 
is  necessary  to  enable  the  Commissioner 
to  provide  similar  regulatory  treatment 
for  essentially  identical  products  of  dif¬ 
ferent  manufacturers  or  importers. 

Confidentiality  and  use  of  data  and 
information  submitted  in  connection 
until  classificatton  and  reclassification. 
Proposed  S  860.5  governs  the  availability 
for  public  disclosure  and  the  use  by  the 
Commissioner  ot  any  data  and  informa¬ 
tion  submitted  to  the  classificatimi  pan¬ 
els  or  the  Commissioner  in  connection 
with  the  classification  and  reclassifica¬ 
tion  of  devices  under  pr(HX>sed  Part  860. 

The  policy  expressed  in  §  860.5(c)  con¬ 
cerning  the  availability  for  public  dis¬ 
closure  of  safety  and  effectiveness  data 
submitted  in  connection  with  clasifica- 
tion  codifies  rules  announced  in  the  May 
19.  1975,  notice  on  interim  medical  de¬ 
vice  classification  procediures  and  is  con¬ 
sistent  with  the  legislative  history  of 
the  amendments  (Ref.  1,  at  ih)-  48-50). 

Proposed  §  860.5(d)  governs  the  avail¬ 
ability  for  public  disclosiure  of  the  con¬ 
tents  of  reclassification  petitions  sub¬ 
mitted  under  proposed  Subpart  C  of  Part 
860.  The  general  rule  is  that  both  the 
fact  of  its  existence  and  the  entire  con¬ 
tents  of  any  petition  for  reclassification 
are  available  for  public  disclosure  upem 
filing.  The  exception  to  this  general  rule 
applies  to  the  disclosure  of  the  contents 
ot  reclassification  petitions  sulxnitted 
under  proposed  S  860.134  or  §  860.136. 
The  cemtents  of  such  petitiems  will  not 
be  available  for  public  disclosiue  during 
the  period  following  sulnnission  in  which 
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the  petlUoD  te  reviewed  for  deficiencies. 
At  such  time  as  such  petlUm  is  deter¬ 
mined  to  contain  no  deficiencies  which 
prevent  the  Commissioner  from  making 
a  declslMi  on  It,  the  contents  of  the  petl- 
tl<Hi  will  become  available  for  public  dis¬ 
closure  without  further  notice  to  the  peti¬ 
tioner.  Because  the  Commissioner  gives 
a  narrow  constructl<m  to  the  term  “de- 
ficloicy."  It  Is  expected  that  the  contents 
of  the  great  majority  of  petitions  sub¬ 
mitted  under  i  860.134  and  §  860.136  will 
be  available  tor  disclosure  prcxnptly  after 
submission.  If  deficiencies  are  found,  the 
contents  of  the  petiton  nevertheless  will 
become  available  for  public  disclosure  20 
days  following  notice  to  petltoner  of  the 
deficiencies  unless  within  that  20  days 
the  petltoner  satisfies  the  Commissioner 
that  any  or  all  of  the  petition’s  contents 
are  exempt  fiXHn  disclosure  imder  21 
CFR  Part  20  or  withdraws  the  petition 
from  consideration. 

The  general  rule  that  the  c<»tents 
reclassificatim  petitions  are  disclosable 
upon  submisskm  is  based.  In  part,  oa  the 
need  to  comply  with  the  requlrem^ts 
for  provision  of  (»>portunlty  for  public 
comment  deriving  from  several  sources: 

(I)  contained  In  section  513(f)(2)  (B) 

(II)  and  (C)  (11)  of  the  act;  (2)  i^llcable 
to  section  513(e), rulemaking  proceed¬ 
ings  by  the  Administrative  Procedure 
Act;  and  (3)  made  appllcaUe  to  section 
520(1)  (2)  reclassificatlcm  proceedings  by 
virtue  of  the  applicability  of  reclasslfica- 
ti(m  decisimis  to  the  entire  generic  type 
of  device  as  well  as  the  particular  device 
for  which  a  petltlcmer  se^  reclassifica¬ 
tion.  Further,  the  Commissioner  has  de¬ 
termined  that  a  petitioner  necessarily 
surrenders  the  ccMifidoitiality  of  any 
otherwise  confid^tlal  data  and  informa¬ 
tion  submitted  in  support  of  his  argu¬ 
ment  that  adequate  information  exfets  to 
regulate  a  current  class  m  device  by 
means  of  general  controls  or  a  perform¬ 
ance  standard.  The  excepticm  to  this 
general  rule,  which  temporarily  protects 
from  public  disclosure  all  data  and  in¬ 
formation  In  petltons  submitted  under 
S  860.134  or  §  860.136  while  the  petition  is 
reviewed  for  deficiencies,  is  intended 
only  to  protect  the  otherwise  c<mfidential 
data  and  Informaticm  ot  a  petitioner 
whose  petition  is  never  ccmsidered  on  its 
merits  due  to  deficiencies  in  it.  As  noted 
above,  the  entire  c(xitents  of  such  peti¬ 
tions  become  available  immediately  upon 
a  determination  that  the  petition  con¬ 
tains  no  deficiencies.  For  this  rea¬ 
son.  petitioners  should  not  include  in 
their  petitions  any  data  or  informaticm 
that  is  unnecessary  to  a  decision  on  the 
petition,  especially  if  it  is  information  or 
data  the  petitioner  would  wish  to  keep 
confidential.  An  example  of  such  in¬ 
formation  might  be  secret  manufactur¬ 
ing  methods  when  the  method  of  manu¬ 
facture  is  not  relevant  to  the  safety  and 
effectiveness  of  the  device. 

Proposed  S  860.5(e)  sets  forth  the  pro¬ 
vision  in  section  520(c)  of  the  act  which 
prohibits  the  Commissioner  from  using 
as  a  basis  for  reclassification  of  a  device 
from  class  in  to  class  n  information  that 
is  reported  to  or  otherwise  obtained  by 
him  under  certain  provisions  of  the  act 


and  falls  within  the  exemption  from 
public  disclosure  for  trade  secrets  and 
other  confidential  commercial  informa¬ 
tion  contained  in  i  20.61  (21  CFR  20.61) . 
Proposed  I  860.5(e)  also  states  the  Com¬ 
missioner’s  determination  that  a  peti¬ 
tioner  voluntarily  surrenders  the  con¬ 
fidentiality  of  all  data  and  information 
contained  in  any  petition  filed  under 
§  860.130  and  S  860.132  and  in  nondefi¬ 
cient  petitions  filed  under  {  860.134  and 
1860.136  and  that,  therefore,  the  pro¬ 
hibition  in  section  520(c)  of  the  act  does 
not  apply  to  such  data  and  information. 

Determination  of  safety  and  effective¬ 
ness.  Proposed  1 860.7  prescribes  the 
rules  to  be  followed  by  FDA  and  clas¬ 
sification  panels  in  reviewing  evidence 
concerning  the  safety  and  effectlvmiees 
of  devices  in  connection  with  classifica¬ 
tion  and  related  activities.  This  section 
recognizes  that  rules  in  this  area  must 
be  fiexible  because  of  the  variety  of  de¬ 
vices. 

Proposed  1 860.7(b)  requires  deter¬ 
minations  of  the  safety  and  effectiveness 
of  devices  to  include  consideration  of  cer¬ 
tain  factors:  the  persons  who  are  to  use 
a  device,  the  conditions  of  use  for  ttie 
device,  the  probable  ben^ts  and  prob¬ 
able  risks  from  use  of  the  device,  and 
the  reliability  of  the  device.  This  para¬ 
graph  implements  section  513(a)(2)  of 
the  act,  as  explained  in  the  legislative 
history  (Ref.  1,  at  pp.  1({-17) . 

Proposed  i  860.7  (c)  through  (e)  ex¬ 
plains  the  evidence  that  FT>A  will  regard 
as  valid  scientific  evidence  to  show 
whether  a  device  is  safe  and  effective. 
These  proposed  requirements  are  stated 
in  general  terms  because  of  the  difficulty 
of  prescribing  specific  rules  that  are  ap¬ 
propriate  for  all  devices.  In  appropriate 
cases,  FDA  may  issue  guidelines  under 
§  10.90(b)  (21  CFR  10.90(b) )  to  set  forth 
principles  to  be  followed  in  investigations 
of  particular  types  of  devices  to  provide 
reasonable  assurance  that  a  device  is 
safe  and  effective.  In  the  future,  the 
product  development  protocol  provisions 
of  the  act  may  also  be  used  by  IDA  and 
product  sponsors  to  identify  with  more 
particularity  the  types  of  investigations 
required  to  demonstrate  safety  or  ef¬ 
fectiveness. 

Proposed  8  860.7(f)  would  implement 
the  requirement  in  section  513(a)  (3)  (A) 
of  the  act  that  the  effectiveness  of  a 
device,  for  purposes  of  classification, 
performance  standards,  and  premarket 
approval,  is  “to  be -determined,  in  ac¬ 
cordance  with  regulations  promulgated 
by  the  Secretary,  on  the  basis  of  well- 
controlled  investigations,  including  clin¬ 
ical  investigations  where  appropriate,  by 
experts  qualified  by  training  and  experi¬ 
ence  to  evaluate  the  effectiveness  of  the 
devices,  from  which  investigations  it  can 
fairly  and  responsibly  be  concluded  by 
qualified  experts  that  the  device  will 
have  the  effect  it  purports  or  is  repre¬ 
sented  to  have  under  the  conditions  of 
use  prescribed,  recommended,  or  sug¬ 
gested  in  the  labeling  of  the  device.”  The 
act  authorizes  the  Commissioner  to  al¬ 
low  use  of  valid  scientific  evidence  other 
than  well-controlled  investigations  to  es¬ 
tablish  effectiveness,  a  provision  that  is 


implemented  in  proposed  1860.7(e)(2). 
The  principles  of  well-controlled  inves¬ 
tigations  are  adapted  from  regulations 
applicable  to  new  drugs  in  21  CFR  314.- 
111  (a)  (5)  (11),  implementing  section  505 
(d)  of  the  act  (21  nJS.C.  355(d)).  The 
Commissioner  recognizes  that  certain  of 
these  principles  may  not  be  applicable 
to  many  devices,  such  as  the  provisions 
concerning  placebo  control. 

Proposed  1 860.7(g)  explains  that  it  is 
the  responsibility  of  devico  manufac¬ 
turers  and  Importers  to  assure  that  the 
panels  and  IDA  have  adequate  informa¬ 
tion  to  provide  reasonable  assiuance  that 
their  devices  are  safe  and  effective  for 
their  conditions  of  use.  The  failure  of  a 
manufacturer  or  Importer  of  a  device  to 
present  to  IDA  adequate  valid  scientific 
evidence  to  show  there  is  reasonable  as¬ 
surance  of  the  safety  and  effectiveness 
of  the  device,  if  regulated  in  class  I  or 
class  n,  may  be  supportive  of  a  deter¬ 
mination  that  the  device  should  be  clas¬ 
sified  In  class  m  (Ref.  1,  at  p.  40). 

Proposed  8  860.7(g)  would  also  enable 
the  Commissioner  to  require  that  a  man¬ 
ufacturer,  importer,  or  distributor  of  a 
device  make  reports  or  provide  other  in¬ 
formation  bearing  upon  a  device’s  classi¬ 
fication  and  whetfier  there  is  reasonable 
assiuance  of  the  safety  and  effectiveness 
of  a  device  or  whether  It  Is  adulterated 
or  misbranded  under  the  aol  This  pro¬ 
vision  is  authorized  by  section  519  of  the 
act,  and  any  requirement  under  8  860.7 
(g)  for  a  report  or  other  information 
must  be  Issued  in  accordance  with  the 
restrictions  of  that  section.  Thus,  re¬ 
quests  for  submission  of  a  report  or  other 
information  concerning  a  device  shall 
state  the  reason  or  purpose  for  the  re¬ 
quest,  must  Identify  to  the  fuUest  extent 
practicable  the  desired  report  or  infor¬ 
mation,  may  not  require  identification  of 
individual  patients  in  most  cases,  and 
may  not  be  directed  to  a  person  exempt 
from  such  a  requirement  under  section 
519(b)  of  the  act. 

The  Commissioner  does  not  believe 
that  proposed  8  860.7(g)  Imposes  re¬ 
quirements  unduly  burdensome  to  device 
manufacturers,  importers,  or  distributors 
taking  into  account  the  cost  of  complying 
with  such  requirements  and  the  need  for 
protection  of  the  public  health  and  the 
implementation  of  the  act.-  The  Com- 
ml^ioner  intends  to  Implement  this  pro¬ 
vision  on  a  selective  basis  and  use  it  only 
when  other  sources  of  information  do  not 
permit  him  to  make  a  soimd  decision  on 
classification  or  otherwise  to  determine 
the  safety  or  effectiveness  of  a  device.  In 
addition,  section  519(a)  (5)  of  the  act 
places  statutory  restrictions  on  the  appli¬ 
cation  of  reporting  requlremennts  to 
manufacturers,  importers,  and  distribu¬ 
tors  of  devices  that  have  been  classified 
in  class  I.  The  Commission  advises 
that  the  classification  regulations  plac¬ 
ing  certain  devices  in  class  I  may  provide 
for  a  class  I  device  to  be  exempt  from 
some  or  all  of  the  recordkeeping  and  re¬ 
porting  requirements.  ’Ihese  are  addi¬ 
tional  assurances  that  the  auUKH-lty  in 
section  519  of  the  act,  Implemented  in 
part  in  pr(^x>sed  8  860.7(g) ,  is  used  fairly 
and  in  a  manner  that  is  not  unduly  bin- 
densome. 
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Classification — Subpart  B.  Proposed 
Subpart  B  sets  forth  the  procedures  for 
classification  of  devices.  Certain  pro¬ 
visions  of  proposed  Subpart  B,  l.e.,  §  860. 
93  regarding  classifications  of  implants, 
life-saving  or  life-supporting  devices  and 
5  860.95  regarding  exemptions  from  sec¬ 
tions  510,  519,  and  520(f)  of  the  act,  ap¬ 
ply  also  to  reclassification  of  devices. 

Classification  procedures  for  "old  de¬ 
vices".  Proposed  S  860.84  explains  the 
procedures  and  criteria  to  be  applied  in 
the  original  classification  of  “old  de¬ 
vices”  into  one  of  the  three  classes  of 
regulatory  control  (class  I,  class  II,  and 
class  III).  The  procedures  apply  to  the 
classification  of  devices  that  either  were 
in  commercial  distribution  before  May 
28,  1976,  or  are  substantially  equivalent 
to  devices  in  commercial  distribution  be¬ 
fore  that  date.  Section  860.84  does  not 
apply  to  devices  classified  by  statute  In 
dass  m  because  they  are  either  “new” 
and  not  substantially  equivalent  to  an 
old  device  or  were  regarded  formerly  as 
new  drugs,  in  accordance  with  sections 
513(f)  and  520(1)  of  the  act,  respec¬ 
tively.  The  procedures  In  proposed  S  860. 
84  are  based  on  the  provlskms  of  section 
513  (b)  through  (d)  of  the  act,  described 
above  in  this  preamble.  Hie  Commis¬ 
sioner  notes  that  final  determinations  on 
the  classification  of  devices  are  for  the 
Commissioner  alone  to  make  and  advises 
that  persons  should  not  rely  upon  panel 
recommendations  In  determining  their 
course  of  action  with  respect  to  particu¬ 
lar  devices  in  which  they  have  an  inter¬ 
est. 

Tiie  panel  recommendation  includes 
all  the  information  listed  In  proposed 
§  860.84(d)  (1)  through  (6)  and,  when 
submitted  to  the  Commissioner  in  final 
form,  will  be  published  In  its  entirety 
together  with  a  pn^posed  classification 
regulation.  The  summary  of  data  to  be 
included  with  the  recommendation  in  ac¬ 
cordance  with  proposed  S  860.84(d)  (2) 
need  not  be  an  exhaustive  recitation  of 
all  the  data  considered  by  the  panel,  but 
shall  include  a  brief  statement  of  the 
most  important  facts  justifying  the  rec¬ 
ommendation.  The  summary  is,  however, 
to  be  accompanied  by  a  list  of  references 
to  sources  containing  the  data  considered 
by  the  panel  and  used  as  a  basis  for  its 
recommendation. 

Classification  of  implants,  life-sup¬ 
porting  or  life-sustaining  devices.  Pro¬ 
posed  §  860.93  sets  forth  special  require¬ 
ments  with  respect  to  the  classification 
and  reclassification  of  Implants  and  life- 
supporting  or  life-sustaining  devices. 
Section  513  of  the  act  requires  that  such 
devices  be  classified  or,  in  the  case  of  a 
petition  for  reclassification,  remain  in 
class  in  unless  it  is  specifically  deter¬ 
mined  that  such  classification  Is  not  nec¬ 
essary  to  assure  the  safety  and  effective¬ 
ness  of  the  device  and  that  determination 
is  documented  by  scientific  evidence. 

Exemptions  from  sections  510, 519,  and 
520(f)  of  the  act.  Proposed  S  860.95  pro¬ 
vides  that  a  class  I  device  may  be  ex¬ 
empted  from  the  requirements  of  the  act 
under  section  510  (registration,  product 
listing,  and  prempket  notification) 


section  519  (records  and  reports),  and 
section  520(f)  (good  manufacturing 
practice  regulations)  if  such  require¬ 
ments  are  not  necessary  to  provide  rea¬ 
sonable  assurance  of  the  safety  and  ef- 
fecttvenees  of  the  device,  in  accordance 
with  section  513  of  the  act.  A  device  may 
be  exempted  from  these  sections  in  whole 
or  in  part.  Thus,  a  device  may  be  sub¬ 
ject  to  only  part  of  the  good  manufactur¬ 
ing  practices  requirements  or  only  to 
certain  records  and  reports  require¬ 
ments;  and,  though  a  device  may  be  ex¬ 
empted  from  the  registration  require¬ 
ments,  the  manufacturing  establishment 
nevertheless  may  be  required  to  register 
if  it  manufactures  another  device  that  Is 
not  exempt  from  the  registration  re¬ 
quirements. 

Reclassification — Subpart  C.  Proposed 
Subpart  C  sets  forth  requirements  for  the 
reclassification  of  devices  in  accordance 
with  sections  513  (e)  and  (f),  514(b), 
and  520(1)  of  the  act. 

..General.  Proposed  §  860.120  explains 
that  proposed  Subpart  C  sets  forth  pro¬ 
cedures  for  the  implementation  of  the 
reclassification  provisions  of  the  Act.  It 
Is  important  to  note  that  the  criteria  for 
determining  the  proper  class  for  a  device 
are  the  same  when  considering  reclassi¬ 
fication  of  a  device  as  when  considering 
the  initial  classification  under  proposed 
S  860.84.  These  criteria  are  set  forth  In 
proposed  §  860.3  ^c).  It  should  be  noted 
further  that  the  reclassification  of  a  par¬ 
ticular  device  results  in  the  reclassifica¬ 
tion  of  all  substantially  equivalent  de¬ 
vices  within  that  generic  type,  as  defined 
in  proposed  S  860.3(1).  This  is  to  ensvire 
that  the  devices  that  are  of  the  same 
generic  type  which  are  also  substantially 
equivalent  will  be  subject  to  the  same 
level  of  regulatory  control  and  Uiat  no 
manufacturer  will  gain  reclassification 
only  of  his  device  when  there  are  no  sig¬ 
nificant  differences  between  his  device 
and  a  competitor’s  device  that  relates  to 
safety  and  effectiveness.  The  considera¬ 
tion  of  a  reclassification  petition  may  re¬ 
sult  in  the  creation  of  new  generic  types 
of  devices. 

Petitions  for  reclassification.  Proposed 
S  860.123  prescribes  the  form  and  content 
of  petitions  for  reclassification,  including 
requests  for  change  in  classification  sub¬ 
mitted  imder  sections  514(b)  and  515(b) 
of  the  act.  Petitions  that  are  not  in  ac¬ 
cordance  with  proposed  $  860.123  may  be 
considered  by  the  Commissioner  to  be 
deficient  and  not  acceptable  for  consid¬ 
eration.  Petitioners  will  be  provided  op¬ 
portunity  to  supplement  a  deficient  pe¬ 
tition.  A  petition  will  be  considered  de¬ 
ficient  only  in  those  unusual  circum¬ 
stances  in  which  the  Commissioner  is 
unable  to  make  any  decision  on  it,  as,  for 
example,  when  one  of  the  elements  set 
forth  in  proposed  $  860.123(a)  (l)-(6)  is 
inadvertently  ommitted  from  the  peti¬ 
tion.  The  failure  of  a  petitioner  to  pro¬ 
vide  acceptable  valid  scientific  evidence 
establishing  the  safety  and  effectiveness 
of  the  device  is  not  a  reason  to  consider 
a  petition  deficient,  but  usually  will  be  a 
reason  for  denying  a  petition.  Petitions 
for  reclassification  are  not  considered  to 
be  citizen  petitions  and,  thus,  are  not 


subject  to  the  requirements  appllcaMe  to 
such  petitions  contained  in  21 CFR  10.30. 

Reclassification  petitions  must  include 
a  completed  classification  questionnaire 
and  supplemental  data  sheet.  The  Com¬ 
missioner  believes  that  the  tjrpes  of  in¬ 
formation  required  for  these  forms  are 
necessary  in  considering  the  reclassifica¬ 
tion  of  a  device.  The  information  con¬ 
tained  in  these  forms  will  be  compared 
by  a  panel  with  the  Information  con¬ 
tained  in  the  completed  forms  that  the 
panels  used  as  a  basis  for  the  original 
classification  recommendation,  if  the 
device  was  classified  under  a  procedure 
requiring  a  panel  recommendation. 

Sections  513(e),  514(b),  and  515(b)  of 
the  act  require  reclassification  petitions 
to  be  based  on  new  Information.  A  peti¬ 
tion  filed  tmder  any  of  these  sections  of 
the  act  must  clearly  state  the  new  infor¬ 
mation  upon  which  the  petition  is  based. 
It  is  intended  that  this  requirement  will 
isolate  the  issues  raised  by  such  petitions 
and  will  assure  that  the  petition  is  based 
upon  new  information  in  accordance 
with  the  act.  The  petition  must  also  be 
accompanied  by  co^es  of  the  source  doc¬ 
uments  from  which  the  new  information 
is  derived. 

Consultation  with  panels.  Proposed 
f  860.125  prescribes  the  methods  by 
which  the  Commissioner  may  consult 
with  a  classification  pand  with  respect  to 
reclassification  of  a  device.  Though  a 
preference  is  stated  for  having  consulta¬ 
tion  occur  in  the  context  of  discussion 
at  a  panel  meeting,  the  Commissioner 
retains  the  prerogative  to  choose  another 
method  when  he  considers  it  appropriate 
under  the  circumstances.  The  more  im¬ 
portant  and  complex  the  subject  matter, 
the  more  likely  it  will  be  that  the  Com¬ 
missioner  will  choose  to  have  consulta¬ 
tion  through  discussion  at  a  panel  meet¬ 
ing. 

General  procedures  under  section  513 
(e)  of  the  act.  Proposed  $  860.130  governs 
the  procedures  for  reclassification  imder 
section  513(e)  of  the  act.  Petitions  for 
reclassification  under  this  section  must 
be  based  upon  new  information  respect¬ 
ing  the  classification  of  the  device  that 
suggests  that  some  different  level  of  reg- 
ulatmy  control  is  required  to  provide 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device.  The  Commis¬ 
sioner  may  initiate  a  reclassification 
proceeding  under  this  section  if  he  de¬ 
termines  that  the  controls  applicable  to 
another  regulatory  class  are  more  ap¬ 
propriate  for  a  device  and  the  device 
meets  the  classification  criteria  for  that 
other  class.  Reclassification  under  pro¬ 
posed  S  860.130  will  be  effected  by  regu¬ 
lation. 

Procedures  when  the  Commissioner 
initiates  a  performance  standard  or  pre¬ 
market  approval  proceeding  under  sec¬ 
tion  514(b)  or  515(b)  of  the  act.  Pro¬ 
posed  §  860.132  governs  the  procedures 
for  requesting  a  change  in  classification 
after  the  Ccmunissioner  initiates  a  pro¬ 
ceeding  to  develop  a  performance  stand¬ 
ard  or  to  require  premarket  approval  for 
a  device  under  section  514(b)  or  515(b) 
of  the  act.  If  the  Commissioner  grants 
the  request,  the  proceeding  to  effect  re¬ 
classification  will  be  conducted  in  ac- 
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cordance  with  proposed  I  860.130,  and 
reclasslflcatloa  will  be  effected  by  a  reg¬ 
ulation.  A  request  tw  a  change  in  classi¬ 
fication  under  this  section  must  meet  the 
requirements  of  proposed  f  860.123  with 
respect  to  form  and  ccmtent  of  petitions 
for  reclassification,  llie  Commisisoner 
believes  that  the  Information  required 
by  that  section  is  necessary  to  act  on  re¬ 
quests  for  change  in  clasisfication  in  the 
short  period  of  time  allowed  by  the  act. 

Procedures  lor  “new  devices"  under 
section  S13(./)  of  the  act.  Proposed 
S  860.134  prescribes  procedures  for  re¬ 
classification  of  devices  classified  in 
class  III  by  statute  in  accordance  with 
section  513(f)  of  the  act,  as  described 
above  in  this  preamble.  The  Commis¬ 
sioner  stresses  that  the  determination 
that  a  new  device  is  or  is  not  substan¬ 
tially  equivalent  to  a  pre-enactment  de¬ 
vice  for  purposes  of  the  application  of 
section  513(f)  of  the  act  and  proposed 
S  860.134  is  one  left  to  FDA  subjects  to 
judicial  review.  The  panel’s  review  of  de¬ 
vices  for  safety  and  effectiveness  imder 
proposed  S  860.134  will  follow  the  same 
procedures  applicable  to  reviews  under 
proposed  S  860.84(c)  for  the  original 
classification  of  "old”  devices,  including 
the  preparation  of  a  recommendation  in 
accordance  with  proposed  $  860.84(d). 
Reclassification  under  this  proposed  sec¬ 
tion  is  effected  by  order  in  the  form 
of  a  letter  to  the  petitioner.  The  Commis¬ 
sioner  anticipates  that  reclassification 
effected  by  order  under  this  section  will 
be  codified  periodically  by  regulation  to 
facilitate  the  public’s  access  to  the 
decision. 

Procedures  for  transitional  products 
under  section  520(1)  of  the  act.  Pro¬ 
posed  !  860.136  establishes  procedures  for 
the  reclassification  of  devices  that  had 
been  regarded  as  new  drugs  before  the 
date  of  enactment  and  are  considered  to 
be  automatically  in  class  III  under  sec¬ 
tion  (520(1)  of  the  act.  The  Informal 
hearing  provided  for  in  section  520(1)  (2) 
of  the  act  in  connection  with  petiticms 
for  reclassification  under  this  section 
win  be  conducted  in  accordance  with  the 
procedures  governing  regulatory  hear¬ 
ings  bef(xe  the  Food  and  Drug  Admin- 
istratimi  (21  (7FR  Part  16) .  The  Commis¬ 
sioner  considoa  the  procedures  provided 
there  to  satisfy  the  procedural  require¬ 
ments  for  an  informal  bearing  in  sec¬ 
tion  201  (y)  of  the  act  (21  U.S.C.  321(y) ). 
Reclassification  imder  this  proposed  sec¬ 
tion  win  be  effected  by  wder  in  the  form 
of  a  letter  to  the  petitioner.  As  with  re¬ 
classifications  effected  by  order  under 
I»opo6ed  9  860.134  for  "new  devices,” 
the  Commissioner  anticipates  that  re- 
chtfsifications  effected  by  order  under 
this  section  will  be  codified  periodically 
by  regulation  to  facilitate  access  by  the 
public. 

RxFntXNcns 

Background  data  and  Information  on 
which  the  CommlflBloner  relies  In  proposing 
this  regulation  have  been  placed  on  file  for 
public  review  In  the  oOlce  of  the  Hearing 
Clerk,  Food  and  Drug  Administration,  Rm. 
4-65,  SeOO  Flahers  Lane,  Rockville,  Md.  20657. 
The  following  Is  a  list  ot  these  documents: 

1.  House  Report  No.  84-863,  Medical  Device 
Amendaoents,  February  29,  1976  (Committee 
on  Interstate  and  Foreign  Commerce) . 


2.  House  Report  No.  94-1090,  Medical  De¬ 
vice  Amendments,  May  6,  1976  (Committee 
oi  Conference) . 

Iherefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513,  514, 
515,  519,  520,  and  701(a),  52  Btat.  1055, 
90  Stat.  540-559,  564-575  (21  U.S.C.  S60c, 
360d,  360e,  3601,  360j,  and  371(a)))  and 
under  authortty  delegated  to  the  Com- 
mlssicmer  (21  CFR  5.1),  it  is  proposed 
that  Parts  16  and  20  be  amended  and 
Part  860  be  added,  to  read  as  follows: 

PART  16— REGULATORY  HEARING  BE¬ 
FORE  THE  FOOD  AND  DRUG  ADMINIS¬ 
TRATION 

1.  Part  16  is  amended  In  9 16.1  by  re¬ 
designating  paragraph  (b)  (26)  as  (b) 
(30)  and  adding  new  paragraph  (b)  (26) , 
and  designating  paragraph  (b)  (27)-(29) 
"reserved,”  to  read  as  follows: 

§  16.1  Scope. 

•  *  •  •  • 

(b)  •  •  • 

(26)  Section  860.136,  felating  to  peti¬ 
tions  for  reclassification  of  a  medical 
device  currently  in  class  m  by  operation 
of  section  520(1)  (1)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(27) -(29)  [Reserved! 

(30)  Any  other  provision  in  the  regu¬ 
lations  in  this  chapter  under  which  a 
party  who  is  adversely  affected  by  regu¬ 
latory  action  is  entitled  to  an  oiH>ortunlty 
for  a  hearing,  and  no  other  procedural 
provisions  in  this  part  arc  by  regulation 
applicable  to  such  hearing. 


PART  20— PUBLIC  INFORMATION 

2.  Part  20  is  amended  in  9  20.100  by 
adding  new  paragraph  (c)(29),  to  read 
as  follows: 

§  20.100  Applicabilky ;  nross-reference 
to  other  regulations. 

*  *  •  •  •  . 

(€)••• 

(29)  Data  and  Informatkxi  submitted 
for  medical  device  products,  in  9  860fi 
of  this  chapter. 

3.  Part  860  is  added  to  read  as  follows: 

PART  860— MEDICAL  DEVICE 
CLASSinCATlON  PROCEDURES 
Subpart  A — Gaiwral 

Sec. 

860.1  Scope. 

860.3  Defimtlpna. 

860.5  CcmfldenttaUty  and  use  at  data  and 
information  submitted  In  con¬ 
nection  with  classlflcatlon  and 
reclassification. 

860.7  Determination  of  safety  «md  effec¬ 
tiveness. 

Subpart  B — CtassHIcstion 
860.84  Classihcatlon  procedures  for  **(M 
devtces." 

860.93  Classification  ot  Implants,  life- 
supporting  or  life-sustaining  de¬ 
vices. 

860.95  Exemptions  from  aectkiDS  610,  519, 
and  530(f)  ot  the  act. 

Subpart  C — nscIsssMIcsIlna 
860.120  General. 

860.123  Reclaasi&cation  petition:  content 
and  form. 


Sec. 

800.128  Oonsultatlon  with  panels. 

860.130  Oenaral  procedures  under  section 
6i8(e)  of  the  act. 

800.182  Procedures  when  the  Oommlsslooer 
initiates  a  performance  standard 
or  premarket  approval  proceeding 
under  eection  5i4(b)  or  515(b)  oi 
the  act. 

860.134  Procedures  for  "new  devices”  under 
section  513(f)  of  the  act. 

860.136  Procedures  for  transitional  products 
under  section  520(1)  of  the  act. 

Authositt:  Secs.  613,  514,  515,  619,  620, 
and  701(a).  52  Stat.  1066,  90  Stat.  640-559, 
864-574  (  21  VJB.C.  360c.  360d.  S60e,  3601,  360J, 
and  371  (a) )  unless  otherwise  noted. 

Subpart  A — Ganeral 
§  860.1  Scope. 

(a)  TTiia  part  implements  sections  513, 
514(b).  515(b),  and  520(1)  of  the  act 
with  respect  to  the  classification  and  re¬ 
classification  of  devices  intended  fcM*  hu¬ 
man  use. 

(b)  Tills  part  prescribes  the  criteria 
and  procedures  to  be  used  by  classifica¬ 
tion  panels  in  making  their  recommen¬ 
dations  and  by  the  Ctmimlssloner  in 
making  his  determinations  regarding  the 
class  of  regulatory  control  (class  I.  class 
n,  or  class  III)  appropriate  for  particu¬ 
lar  devices.  'This  part  also  supplements 
the  general  Pood  and  Drug  Administra¬ 
tion  procedures  concerning  advisory 
committees  (Part  14  of  this  chapter), 
providing  procedures  for  manufacturers. 
Importers,  and  other  interested  persons 
to  participate  in  proceedings  to  classify 
and  reclassify  devices.  This  part  ako  pro¬ 
vides  information  with  respect  to  the 
kind  of  data  acceptable  for  determina¬ 
tion  of  the  safety  and  effectiveness  of 
devices  and  prescribes  the  circumstances 
under  which  information  submitted  to 
classification  pcmels  and  to  the  Commis¬ 
sioner  in  connection  with  classlflcatkm 
and  reclassification  proceedings  wffl  be 
released  to  the  public. 

§  860.3  Definitions, 
i  860.3  DeAnitfons. 

For  the  purposes  of  this  part,  tiie  fol¬ 
lowing  definltioDs  are  set: 

(a)  "Act”  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(b)  "Commissioner'’  means  the  Com¬ 
missioner  of  Pood  and  Drugs,  Food  and 
Drug  Administration,  United  States  De¬ 
partment  <A  Health,  Education,  and  Wel¬ 
fare,  or  his  designee. 

(c)  "Class”  means  one  of  the  three 
categories  at  regulatory  oontnfi  for  medi¬ 
cal  devices,  defined  btiow: 

(1)  "Class  I”  means  the  class  for  a  de¬ 
vice  that  is  subject  only  to  the  general 
controls  authorized  by  or  under  sections 
501  (adulteration),  503  (misbranding). 
510  (registration) ,  516  (banned  devices), 

518  (notification  and  other  remedies), 

519  (records  and  r^?orts) ,  and  620  (gen¬ 
eral  iRovlsions)  of  the  act.  A  device  is  in 
class  I  if  (1)  general  controls  are  suffi¬ 
cient  to  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  the  device, 
or  (il)  there  is  insufficient  information  to 
determine  that  the  general  controls  are 
sufficient  to  provide  reasonaUe  assur¬ 
ance  of  the  safetir  and  effectiveness  of 
the  device  or  to  establish  a  performance 
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standard  to  provide  such  assurance,  but 
the  device  Is  not  life-supporting  or  life- 
sustaining  or  for  a  use  which  Is  of  sub¬ 
stantial  Importance  In  preventing  im¬ 
pairment  of  human  health  and  does  not 
present  a  potential  imreasonable  risk  of 
illness  or  injury. 

(2)  “Class  11“  means  the  class  for  a 
device  that  Is  or  will  eventually  be  sub¬ 
ject  to  the  requirements  of  a  perform¬ 
ance  standard  promulgated  in  accord¬ 
ance  with  section  514  of  the  act.  A  device 
is  in  class  n  if  the  general  controls  by 
themselves  are  insufllcient  to  provide 
reasonable  assurance  of  its  safety  and 
effectiveness  and  there  is  sxilBcient  infor¬ 
mation  to  establish  a  performance  stand¬ 
ard  to  provide  such  assurance. 

(3>  “Class  in”  means  the  class  for  a 
device  for  which  premarket  approval  is 
or  will  be  reqxiired  in  accordance  with 
section  515  of  the  act.  A  device  is  in  class 
in  if  insufficient  information  exists  to 
determine  that  general  controls  are  suffi¬ 
cient  to  provide  reasonaUe  assiurance  of 
its  safety  and  effectiveness  and  if  insuffi¬ 
cient  information  exists  to  estaUtsh  a 
performance  standard  to  provide  such 
assurance  and,  in  addition,  the  device  is 
life-supporting  or  life-sustaining,  or  for 
a  use  which  is  of  substantial  importance 
in  preventing  impairment  of  human 
health,  or  the  device  presents  a  potential 
unreasonable  risk  of  illness  or  injmr. 

(d)  “Implant”  means  a  device  that  is 
placed  into  surgically  or  naturally 
formed  cavities  of  the  human  body.  Un¬ 
less  otherwise  determined  by  the  Com¬ 
missioner  on  the  basis  of  the  need  to 
protect  human  health,  a  device  is  re¬ 
garded  as  an  implant  for  the  purpose  of 
this  part  only  if  it  is  intended  to  remain 
implanted  continuously  for  a  period  of 
30  days  or  more. 

(e)  “Llfe-supportinir  or  life-sustaining 
device”  means  a  device  that  is  intended 
to  be  used  for  restoration,  maintenance, 
or  continuation  of  a  bodily  functimits) 
important  to  the  continuation  of  human 
life  or  yields  infoi^natlon  that  is  to  be 
used  for  restoration,  maintenance,  or 
continuation  of  such  functicm. 

(f)  “Classification  questionnaire” 
means  a  specific  series  of  questions  pre¬ 
pared  by  the  Commissioner  for  use  by 
classification  panels  in  preparing  rec¬ 
ommendations  to  the  Commissioner  re¬ 
garding  classification  and  by  petitioners 
who  submit  petitions  for  reclassification. 
The  questions  relate  to  the  safety  and  ef¬ 
fectiveness  characteristics  of  a  device 
and  the  answers  are  intended  to  assist 
in  determining  the  proper  classification 
for  a  device. 

(g)  “Supplemental  data  sheet”  means 
informati(m  which  is  compiled  by  clas¬ 
sification  pcuiels  and  submitted  in  peti¬ 
tions  for  reclassification  and  which  con¬ 
sists  of; 

(DA  summary  of  the  reasons  for  the 
recommendation  (or  petition); 

(2)  A  summary  of  the  data  upon  which 
the  recommendation  (or  petition)  is 
based; 

(3)  An  identification  of  the  risks  to 
health  (if  any)  presented  by  the  device; 

(4)  To  the  extent  practicable,  a  rec¬ 
ommendation  for  the  assignment  of  a 


priority  for  the  application  of  the  per¬ 
formance  standards  or  prraiarket  ap¬ 
proval  provisions  of  the  act  to  a  class  U 
or  class  m  device; 

(5)  A  recommendation  whether  the 
device  should  be  exempted  from  any  of 
the  requlrnnmts  of  registration,  record¬ 
keeping  and  reporting,  or  good  manufac¬ 
turing  practice  regulations; 

(6)  In  the  case  of  an  implant  or  life- 
supporting  or  life-sustaining  device  for 
which  classification  in  class  III  is  not 
recommended,  a  statement  of  the  rea¬ 
sons  for  not  recommending  classifica¬ 
tion  in  Class  HI; 

(7)  Identification  of  any  needed  re¬ 
strictions  on  the  use  of  the  device,  e.g., 
whether  the  device  requires  special  la¬ 
beling,  should  be  banned,  or  should  be 
used  only  upon  authorization  of  a  phy¬ 
sician;  and 

(8>  Any  existing  standards  applicable 
to  the  device,  device  subassemblies,  or 
device  materials. 

(h>  “Classiffcation  panel”  means  one 
of  the  several  advisory  committees  es¬ 
tablished  by  the  Commissioner  under 
sectlcm  513  of  the  act  and  Part  14  of  this 
chapter  for  the  purpose  of  making  rec¬ 
ommendations  to  the  Commissioner  on 
the  classification  and  reclassification  of 
devices  and  for  other  purposes  prescribed 
by  the  act  or  the  Commissioner. 

(1)  “Generic  tsTPe  of  device”  means  a 
groui>ing  of  devices  that  do  not  differ 
significantly  in  purpose,  design,  materi¬ 
als.  energy  source,  function,  or  any  other 
feature  related  to  safety  and  effective¬ 
ness,  and  for  which  similar  regulatory 
controls  will  be  sufficient  to  provi(le  rea¬ 
sonable  assurance  of  safety  and  effec¬ 
tiveness. 

§  860.3  Confidentiality  and  use  of  data 
and  information  submitted  in  con¬ 
nection  with  classification  and  re¬ 
classification. 

(a)  This  section  governs  the  availabil¬ 
ity  for  puUic  disclosure  and  the  use  by 
the  CTommlssioner  of  data  and  informa¬ 
tion  submitted  to  classificatl(m  panels  or 
to  the  Ccmunissioner  in  connectkm  with 
the  classification  or  reclassification  of 
devices  imder  this  part. 

(b)  In  general,  data  and  information 
sulxnitted  to  classification  panels  in  con¬ 
nection  with  the  classification  of  devices 
under  $  860.84  shall  be  availaUe  imme¬ 
diately  for  public  disclosure  upon  re¬ 
quest.  However,  except  as  provided  by 
the  special  rules  in  paragraph  (c)  of  this 
section,  this  provision  does  not  i^ply  to 
data  and  informaticm  exempt  from  pub¬ 
lic  disclosure  in  accordance  with  Part  20 
of  this  chapter  which  data  and  Informa- 
tl(m  shall  only  be  available  in  accord¬ 
ance  with  Part  20. 

(c)  (1)  Safety  and  effectiveness  data 
submitted  to  classification  panels  or  to 
the  Commissioner  in  connection  with 
the  classification  of  a  device  under  S  860.- 
84  and  not  previously  disclosed  to  the 
public,  as  defined  in  §  20.81  of  this  chap¬ 
ter,  shall  be  regarded  as  confidential  if 
the  device  is  classified  in  class  m.  Be¬ 
cause  it  is  not  known  whether  a  device 
is  classified  in  class  HI  imtll  publication 
of  a  final  regulation  under  S  860.84,  all 
such  safety  and  effectiveness  data  that 


have  not  been  previously  disclosed  are 
not  available  for  public  disclosure  unless 
and  imtU  the  device  is  classified  in  class 
I  or  n.  in  which  case  the  procedure  in 
paragraph  (c)  (2)  of  this  section  applies. 

(2)  Thirty  days  after  publication  of 
a  final  regxUation  imder  I  860.84  classi¬ 
fying  a  device  is  class  I  or  class  n,  safety 
and  effectiveness  data  submitted  for  that 
device  that  has  been  regarded  as  confi¬ 
dential  under  paragraqjh  (c)(1)  of  this 
section  will  be  available  for  public  dis¬ 
closure  and  placed  on  public  display  in 
the  office  of  the  Hearing  Clerk,  Food  and 
Drug  Administration  mUess.  within  that 
30  day  period,  the  person  who  submitted 
the  data  demonstrates  that  the  data  still 
fall  within  the  exemption  for  trade  se¬ 
crets  and  confidential  commercial  infor¬ 
mation  described  in  §  20.61  of  this  chap¬ 
ter.  Safety  and  effectiveness  data 
submitted  for  a  device  that  has  been 
classified  in  class  m  by  regulation  in  ac¬ 
cordance  with  S  860.84  shall  remain  con¬ 
fidential  and  unavailable  for  public  dis¬ 
closure.  so  long  as  such  data  have  not 
been  disclosed  to  the  public  as  defined  in 
I  20.81  of  this  chapter. 

(3)  Because  device  classification  affects 
generic  types  of  devices,  the  clas^cation 
panels  and  the  Commlssicmer  may  con¬ 
sider  safety  and  effectiveness  data  devel¬ 
oped  concerning  a  particular  device  in 
mt^lng  determinations  under  S  860.84 
concerning  the  initial  classification  of 
any  other  device  that  is  in  the  same 
generic  type  or  that  otherwise  possesses 
similar  characteristics,  regardless  of 
whether  such  data  currently  are  regarded 
as  confidential  under  paragraph  (c)(1) 
of  this  section. 

(d)(1)  The  fact  of  its  existence  and 
the  contents  of  a  petition  for  reclassifi¬ 
cation  filed  in  accordance  with  i  860.130 
or  S  860.132  are  available  for  public  dis¬ 
closure  at  the  time  the  petition  is  filed. 

(2)  The  fact  of  the  existence  of  a 
petition  for  reclassification  filed  in  ac¬ 
cordance  with  S  860.134  or  9  860.136  is 
available  for  public  disclosure  at  the 
time  the  petition  is  filed.  The  contents 
of  such  a  petition  are  not  available  for 
puUic  disclosure  for  the  period  of  time 
following  receipt  (not  longer  than  30 
days)  during  which  the  petition  is  re¬ 
viewed  for  any  deficiencies  that  prevent 
the  CoRunlssioner  from  making  a  deci- 
sicm  on  it.  When,  within  that  30  days,  it 
is  determined  that  the  petition  contains 
no  deficiencies  that  prevent  the  Com¬ 
missioner  from  making  a  decision  on  it, 
the  entire  contents  of  the  petition  will 
be  availaUe  for  public  disclosure  and 
subject  to  consideration  by  classification 
panels  and  by  the  Commissioner  in  mak¬ 
ing  a  decision  on  the  petition.  If  during 
this  30-day  period  of  time  the  petition 
is  found  to  contain  deficiencies  that  pre¬ 
vent  the  Commissioner  from  making  a 
decision  on  it,  the  petitioner  will  be  so 
notified  and  provid^  an  opportunity  to 
correct  the  deficiencies.  The  contents 
of  the  petition  will  become  availaUe  for 
public  disclosure  20  days  after  notice 
to  the  petitioner  of  deficiencies  in  the 
petition  except  to  the  extent  the  peti¬ 
tioner.  within  that  20  days,  satisfies  the 
Commissioner  that  any  or  all  of  the  pe¬ 
tition’s  contents  are  exempt  from  disclo- 
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sure  under  Part  20  of  this  chapter.  At 
such  time  as  the  deAclencles  have  been 
corrected  by  the  petitioner,  the  entire 
contents  of  the  petition  will  be  avall- 
sUole  for  public  disclosure  and  subject  to 
consideration  by  classification  panels  and 
by  the  Commissioner  in  making  a  deci¬ 
sion  on  the  petition. 

(e)  No  information  reported  to  w  oth¬ 
erwise  obtained  by  the  Commissioner 
imder  sections  513,  514,  515,  516.  518,  519 
520(f).  520(g).  or  704  of  the  act  that 
falls  within  the  exemption  described  In 
§  20.61  of  this  chapter  for  trade  secrets 
and  confidential  commercial  information 
may  be  disclosed  by  the  Commissi(mer  or 
used  as  the  basis  for  reclassiflcati<»i  of 
a  device  from  class  in  to  class  II.  The 
exemption  described  in  §  20.61  does  not 
apply  to  any  data  or  Information  con¬ 
tained  In  any  petition  for  reclassifica¬ 
tion  submitted  in  accordance  with  §  860.- 
130  or  i  860.132,  or  in  a  petition  siib- 
mitted  In  accordance  with  §  860.134  or 
§  860.136  that  has  been  determined  to 
contain  no  deficiencies  that  prevent  the 
Commissioner  from  making  a  decision 
on  It.  Accordingly,  all  data  and  Informa¬ 
tion  contained  in  such  petltkms  may  be 
disclosed  by  the  Ckunmlssioner  and  used 
as  the  basis  for  reclassification  of  a  device 
from  class  m  to  class  II. 

(f)  Fot  purposes  of  this  section,  safety 
and  effectiveness  data  include  data  and 
results  derived  from  all  studies  and  tests 
of  a  device  on  animals  and  humans  and 
from  all  studies  and  tests  of  the  device 
Itself  Intended  to  establish  or  determine 
its  safety  and  effectiveness. 

§  860.7  Determination  of  safety  and 
;  effectiveness. 

(a)  Pecause  of  their  great  variety, 
there  Is  no  single  standard  of  safety  and 
effectivaiess,  or  of  evidence  to  show  de¬ 
vice  safety  or  effectiveness,  that  Is  ap¬ 
plicable  to  all  devices.  The  classification 
panels.  In  reviewing  evidence  concerning 
the  safety  and  effectiveness  of  a  device 
and  In  preparing  advice  to  the  Com¬ 
missioner.  and  the  Commissioner,  in 
making  determinations  concerning  the 
safety  and  effectiveness  of  a  device,  shall 
api^y  the  rules  in  this  section. 

(b)  For  purposes  of  classification,  es¬ 
tablishment  of  performance  standards 
fw  a  class  n  device,  and  premarket  ap¬ 
proval  of  a  class  m  device,  determina¬ 
tion  of  the  safety  and  effectiveness  of 
a  device  shall  include  consideration  of 
the  following,  among  other  relevant  fac¬ 
tors: 

(1)  The  persons  for  whose  use  the 
device  Is  represented  or  Intended; 

(2)  The  conditions  of  use  for  the  de¬ 
vice,  including  conditlcms  of  use  pre¬ 
scribed,  recommended,  or  suggested  in 
the  labeling  of  the  device  and  other  in¬ 
tended  conditions  of  use,  including  those 
prescribed,  recommended,  (h*  suggested 
in  the  advertising  for  the  device; 

(3)  The  probable  benefit  to  health 
from  the  use  of  the  device  weighed 
against  any  probable  injury  or  illness 
from  such  me;  and 

(4)  The  reliability  of  the  device. 

*  (c)  (1)  Although  any  form  of  evidence 

may  be  submitted  to  the  Food  and  Drug 
Administration  to  show  whether  a  de¬ 


vice  Is  safe  and  effective,  the  agency 
relies  only  on  valid  scientific  evidaice  to 
determine  that  there  is  reasmable  as¬ 
surance  that  a  device  is  safe  and  effec¬ 
tive.  The  Commissioner,  in  his  discre¬ 
tion,  after  considering  the  nature  of  the 
device  and  the  rules  in  this  section,  shall 
determine  whether  particular  evidence 
submitted  or  otherwise  available  to  him 
is  valid  scientific  evidence  for  the  pur¬ 
pose  of  determining  the  safety  or  effec¬ 
tiveness  of  a  particular  device  and 
whether  available  evidence  taken  as  a 
whole  is  adequate  to  determine  that  there 
is  reasonable  assurance  that  a  device  is 
safe  and  effective  for  its  conditions  of 
me. 

(2)  Valid  scientific  evdence  is  evidence 
from  which  it  can  fairly  and  responsibly 
be  concluded  by  qualified  experts  that 
there  is  reasonable  assurance  of  the 
safety  and  effectiveness  of  a  device  under 
its  conditions  of  use.  The  evidence  re¬ 
quired  may  vary  according  to  the  char¬ 
acteristics  of  the  device,  its  conditions  of 
use,  the  existence  and  adequacy  of  warn¬ 
ings  and  other  restrictions,  and  the  ex¬ 
tent  of  experience  with  its  use.  Valid  sci¬ 
entific  evidence  includes  well-oontroUed 
investigations,  partially  controlled  and 
uncontrolled  studies,  well-documented 
case  liistories  by  qualified  experts,  and, 
in  some  cases,  reports  of  significant  hu¬ 
man  experience  of  a  marketed  device. 
Isolated  case  reports,  random  experience, 
reports  lacking  the  (letails  to  permit  sci¬ 
entific  evaluation,  or  unsul^tantiated 
opinion  are  not  regarded  as  valid  sci¬ 
entific  evidence  to  show  safety  or  effec¬ 
tiveness,  although  such  information  may 
be  considered  if  relevant  to  a  determina¬ 
tion  that  a  device  is  not  safe  or  effective. 

(d)  (1)  There  is  reasonable  assurance 
that  a  device  is  safe  when  it  can  be  deter¬ 
mined.  based  on  valid  scientific  evidence, 
that  the  benefits  from  the  use  of  the  de¬ 
vice  for  its  intended  iises  and  conditions 
of  me,  with  adequate  directiODs  for  me 
and  warnings  against  unsafe  me,  out¬ 
weigh  the  risks.  The  valid  sdentiflc  evi¬ 
dence  med  to  determine  the  safety  of 
any  device  shall  include  adequate  efforts 
to  demomtrate  the  absence  <k  unreason¬ 
able  risk  of  illness  or  injury  associated 
with  the  use  of  the  device  under  its  in¬ 
tended  uses  and  conditions  of  use. 

(2)  Among  the  types  of  evidence  that 
may  be  required,  when  api;»tH;>rlate.  to 
determine  that  there  is  reasonable  as¬ 
surance  that  a  device  is  safe  are  investi¬ 
gations  ming  laboratory  animals,  other 
nonclinical  investigations,  including  in 
vitro  studies,  and  investigatians  involv¬ 
ing  human  subjects. 

(e)  (1)  There  is  reasonaUe  assurance 
that  a  device  is  effective  when  it  can  be 
determined  based  on  valid  sci^tific  evi¬ 
dence  that,  in  a  significant  portion  of  the 
target  populaticm,  the  use  of  the  device 
for  its  intended  uses  and  conditions  of 
use,  with  adequate  directions  for  use  and 
warnings  against  unsafe  me,  will  pro¬ 
vide  clinically  significant  results. 

(2)  The  valid  scientific  evidence  used 
to  determine  the  effectiveness  of  a  device 
shall  include  well-controlled  investiga- 
tiom,  as  defined  in  paragraph  (f )  of  this 
section,  unless  the  Food  and  Drug  Ad¬ 
ministration  determines  that  other  valid 


scientific  evidence  exists  that  is  sufficient 
to  determine  the  effectiveness  of  a  device 
and  authorizes  reliance  on  such  other 
valid  scientific  evidence,  without  well- 
controlled  investigatlMis.  The  Commis¬ 
sioner  may  make  such  a  determination 
where  the  requirement  of  wdl-contndled 
investigations  in  paragraph  (f)  of  this 
section  is  not  reasonably  aiH>llcable  to 
the  device  or  essential  to  the  validity  of 
the  evidence  of  effectiveness. 

(f)  The  following  principles  have  been 
developed  over  a  period  of  years  and  are 
recognized  by  the  scientific  community 
as  the  essentials  of  well-controlled  clin¬ 
ical  investigations.  They  provide  the  ba¬ 
sis  for  the  determination  whether  there 
is  reasonable  assurance  that  a  device  is 
effective  based  on  well-controlled  inves- 
tigati<xis  and  are  also  useful  in  assessing 
the  weight  to  be  given  to  other  valid  sci¬ 
entific  evidence  po'mltted  under  this 
section. 

(I)  The  plan  or  protocol  for  the  study 
and  the  report  of  the  results  of  a  well- 
controlled  investigation  shall  include  the 
following: 

(i)  A  clear  statement  of  the  objectives 
of  the  study. 

(II)  A  method  of  selection  of  the  sub¬ 
jects  that: 

(a)  Provides  adequate  assurance  that 
the  subjects  are  suitable  for  the  purposes 
of  the  study,  provides  diagnostic  criteria 
of  the  condition  to  be  treated  or  diag¬ 
nosed,  provides  confirmatory  laboratory 
tests  where  appropriate,  and,  in  the  case 
of  a  device  to  prevent  a  disease  or  condi¬ 
tion,  provides  evidence  of  smceptibillty 
and  exposure  to  the  conditicm  against 
which  prophylaxis  is  desired. 

(b)  Assigns  the  subjects  to  test  groups, 
if  used,  in  such  a  way  as  to  minimize 
bias. 

(c)  Assures  comparability  in  test  and 
any  control  groups  of  pertinent  varia¬ 
bles.  such  as  sex,  severity  or  duration  of 
the  disease,  and  use  of  therapy  other 
than  the  test  device. 

(ill)  An  explanation  of  the  methods 
of  observation  and  recording  of  results, 
including  the  variables  measured,  quan¬ 
titation.  assessment  of  any  subject’s  re¬ 
sponse,  and  steps  taken  to  minimize  bias 
regarding  subjects  and  observers. 

(iv)  A  comparison  of  the  results  of 
treatment  or  diagnosis  with  a  ccmtnfi  in 
such  a  fashion  as  to  i)ermit  quantitative 
evaluati(m.  The  precise  nature  of  the 
control  must  be  stated  and  an  explana¬ 
tion  given  of  the  methods  used  to  mini¬ 
mize  bias  on  the  peurt  of  the  observers 
and  the  analysts  of  the  data.  Level  and 
methods  of  “blinding,”  if  appropriate 
and  used,  are  to  be  documented.  G«ier- 
ally,  four  types  of  comparisons  are  rec¬ 
ognized; 

(a)  No  treatment.  Where  objective 
measurements  of  effectiveness  are  avail¬ 
able  and  placebo  ^ect  is  negligible, 
comparison  of  the  objective  results  in 
comparable  groups  of  treated  and  \m- 
treated  patients. 

(b)  Placebo  control.  Where  there  may 
be  a  placebo  effect  with  the  use  of  a  de¬ 
vice,  comparison  of  the  results  of  use  of 
the  device  with  an  ineffective  device 
imder  conditions  of  use  designed  to  re¬ 
semble  the  conditions  of  use  of  the  de- 


FEDERAL  REGISTER,  VOL.  47,  NO.  177 — TUESDAY,  SEPTEMBER  13,  1977 


PROPOSED  RULES 


46037 


vice  under  investigation  as  far  as  pos¬ 
sible. 

(c)  Ative  treatment  control.  An  effec¬ 
tive  regimen  of  therapy  may  be  used  for 
comparison,  e  g.,  where  the  condition 
treated  is  such  that  no  treatment  or  use 
of  a  placebo  would  be  inappropriate  or 
contrary  to  the  interest  of  the  patient. 

(d)  Historical  control.  In  certain  cir¬ 
cumstances,  such  as  those  Involving  dis¬ 
eases  wltii  high  and  predictable  mortal¬ 
ity,  with  signs  and  symptoms  of 
pr^ictable  duration  of  severity,  or  in  the 
case  of  prophylaxis,  where  morbidity  is 
predictable,  the  results  of  use  of  the  de¬ 
vice  may  be  compared  quantitatively 
with  prior  experience  historically  derived 
from  the  adequately  documented  natural 
history  of  the  disease  or  condition  in 
comparable  patients  or  populations  with 
not  treatment  or  with  a  regimen  (thera¬ 
peutic,  diagnostic,  prophylactic)  the  ef¬ 
fectiveness  of  which  is  established. 

(V)  A  summary  of  the  methods  of 
analysis  and  an  evaluation  of  data  de¬ 
rived  from  the  study.  Including  any  ap¬ 
propriate  statistical  methods. 

(2)  A  well-controlled  Investigation 
shall  involve  use  of  a  test  device  that  is 
standardized  in  its  composition  or  de¬ 
sign  and  performance,  to  give  signifi¬ 
cance  to  the  results  of  the  investigation. 

(gy  (1)  It  is  the  responsibility  of  each 
manufacturer  and  importer  of  a  device 
to  assure  that  adequate  information  ex¬ 
ists  to  provide  reasonable  assurance  that 
the  device  is  safe  and  effective  for  its  in¬ 
tended  uses  and  conditions  of  use.  The 
failure  of  a  manufacturer  or  importer 
of  a  device  to  present  to  the  Pood  and 
Drug  Administration  adequate,  valid, 
scientific  evidence  showing  that  there  is 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  device,  if  regulated 
by  general  controls  alone,  or  by  general 
controls  and  performance  standards, 
may  be  supportive  of  a  determination 
that  the  device  should  be  classified  in 
class  m. 

(2)  The  Commissioner  may  require 
that  a  manufacturer,  importer,  or  dis¬ 
tributor  make  reports  or  provide  other 
information  bearing  upon  a  device’s 
classification  and  whether  there  is  rea¬ 
sonable  assurance  of  the  safety  and  ef¬ 
fectiveness  of  a  device  or  whether  it  is 
adulterated  or  misbranded  under  the  act. 

(3)  A  requirement  for  a  report  or  other 
Information  under  this  paragraph  shall 
comply  with  section  519  of  the  act;  shall 
state  the  reason  or  purpose  for  such  re¬ 
quest  and  identify  to  the  fullest  extent 
practicable  the  needed  report  or  infor¬ 
mation;  shall  not  be  imposed  on  a  man¬ 
ufacturer,  importer,  or  distributor  of  a 
classified  device  that  has  been  exempted 
from  such  a  requirement  in  accordance 
with  5  860.95;  shall  prescribe  time  for 
compliance  with  the  requirement;  may 
be  issued  in  the  form  of  a  general  regu¬ 
lation  or  notice  published  in  the  Federal 
Register  or  an  order  to  a  particular 
manufacturer,  importer,  or  distributor; 
and  may  prescribe  the  form  and  manner 
in  which  the  report  or  information  is  to 
be  provided. 

(4)  "Whenever  required  Information 
has  been  previously  submitted  to  the 


Food  and  Drug  Administration,  that  In¬ 
formation  need  not  be  resubmitted,  but 
may  be  incorporated  by  reference. 

Subpart  B — Classification 

§  860.84  Clami  Oral  ion  prorc^urcn  for 

“old  devices.” 

(a)  This  subpart  sets  forth  procedures 
for  the  original  classification  of  a  de¬ 
vices  that  either  was  in  cixnmerclal  dis¬ 
tribution  before  May  28,  1976,  or  is  sub¬ 
stantially  equivaloit  to  a  device  that  was 
in  commercial  distribution  before  that 
date.  Such  device  shall  be  classified  by, 
regulation  in  either  class  I  (general  con¬ 
trols)  ,  class  II  (performance  standards) , 
or  class  III  (premarket  approval),  de¬ 
pending  on  the  level  of  regulatory  con¬ 
trol  required  to  provide  reasonable  as- 
siu^ce  of  tile  safety  and  effectiveness 
of  the  device  (S  860.3(c)).  This  subpart 
does  not  apply  to  a  product  that  is  classi¬ 
fied  in  class  III  by  statute  under  section 
520(1)  (1)  through  (3)  of  the  act  be¬ 
cause  it  was  previously  regarded  as  a 
new  drug,  but  does  apply  to  any  product 
subject  to  section  520(1)  (4)  of  the  act 
that  was  previously  regarded  as  an  anti¬ 
biotic  drug.  The  procedures  for  classi¬ 
fication  of  a  device  under  this  section  are 
described  in  paragrai^  (b)  through  (f) 
below. 

(b)  The  Commissioner  refers  the  de¬ 
vice  to  the  aiH>roprlate  classification 
panel  organized  and  operated  in  accord¬ 
ance  with  section  513  (b)  and  (c)  of  the 
act  and  Part  14  of  this  chapter. 

(c)  In  order  to  make  recommenda¬ 
tions  to  the  Food  and  Drug  Administra¬ 
tion  on  the  class  of  regulatory  control 
(class  I,  class  II,  or  class  lU)  appropri¬ 
ate  for  the  device,  the  panel  reviews  the 
device  for  safety  and  effectiveness.  In  so 
doing,  the  panel: 

(1)  Considers  the  factors  described  in 
!  860.7  relating  to  determinations  of 
safety  and  effectiveness; 

(2)  Determines  the  safety  and  effec¬ 
tiveness  of  the  device  cm  the  basis  of  the 
types  of  scioitiflc  evidence  described  in 
§  860.7; 

(3)  Answers  the  questiem  in  the  clas¬ 
sification  questionnaire  that  are  appro¬ 
priate  fcMT  the  device; 

(4)  Completes  a  supplemental  data 
sheet  for  the  device; 

(5)  Provides,  to  the  maximum  extent 
practicable,  an  opportunity  for  inter¬ 
ested  persons  to  submit  data  and  views 
on  the  classification  of  the  device  in  ac¬ 
cordance  with  Part  14  of  this  cluster. 

(d)  Based  on  its  review  for  saf^  and 
effectiveness  and  applying  the  definitions 
for  each  class  in  S  860.3(c),  the  panel 
makes  a  rec(»nmendatlon  regarding  the 
classification  of  the  device  and  submits 
it  to  the  Commissioner.  The  recommen¬ 
dation  includes: 

(1)  A  summary  of  the  reasons  for  the 
recommendation ; 

(2)  A  summary  of  the  data  upon 
which  the  recommendation  is  based,  ac- 
ccxnpanied  by  references  to  sources  c(m- 
taining  such  data; 

(3)  An  identification  of  the  risks  to 
health  (if  any)  presented  by  the  device 
with  respect  to  which  the  recommenda¬ 
tion  is  made; 


(4)  In  the  case  of  a  reccxnmendation 
tor  classification  in  class  I,  a  reccxn- 
mendation  as  to  exemption  of  the  device 
from  the  requirements  of  one  or  more 
of  the  following  sections  of  the  act:  sec¬ 
tion  510  (registration,  product  listing, 
and  premarket  notification) ;  section 
519  (records  and  reports) ;  and  section 
520(f)  (good  manufacturing  practice 
regulations)  in  accordance  with  S  860.- 
95; 

(5)  In  the  case  of  a  rectxnmendation 
for  cla.ssiflcation  in  class  II  or  class  m, 
to  the  extent  practicable,  a  recommen¬ 
dation  for  the  assignment  of  a  priority 
to  the  device  for  the  promulgation  of  a 
performance  standard  for,  or  application 
of  a  premarket  approval  requirement  to. 
the  device; 

(6)  In  the  case  of  a  recommendation 
for  classification  of  an  implant  or  a  life¬ 
supporting  or  life-sustaining  device  into 
cla^  I  or  class  n.  a  statement  of  why 
premarket  aiK>rov^  is  not  necessary  to 
provide  reasonable  assiu^ce  of  the 
safety  and  effectiveness  of  the  device, 
accompanied  by  references  to  supporting 
documentation  and  data  that  meet  the 
requirements  of  S  860.7,  and  an  identifi¬ 
cation  of  the  risks  to  health,  if  any,  pre¬ 
sented  by  the  device. 

A  panel  recommendation  is  regarded 
as  preliminary  until  the  Food  and  Drug 
Administration  has  reviewed  the  pro¬ 
posed  panel  reccxnmendation,  discussed 
it  with  the  panel  if  appr(X>riate,  and 
published  a  prcxxised  regulaticm  classify¬ 
ing  the  device.  Preliminary  panel  recom- 
mendaticxis  are  filed  in  the  Hearing 
Clerk’s  office  upon  receipt  and  are  avail¬ 
able  to  the  public  upon  request. 

(e)  The  Commissicxier  publishes  the 
panel's  recommendation  in  the  Federal 
Register,  together  with  a  proposdd  reg¬ 
ulation  classifying  the  device,  and  pro¬ 
vides  an  Importunity  for  interested  per¬ 
sons  to  submit  ccxiunents  cxi  the  recixn- 
mendaticxi  and  premosed  regulation. 

(f)  The  Commissicaier  reviews  the 
comments  and  issues  a  final  regulation 
classifying  the  device,  which  shall: 

(1)  If  classifying  the  device  in  class 
I.  prescribe  which  of  the  requiranents 
of  sections  510,  519,  and  520(f)  of  the 
act  shall  not  apply  to  the  device  and 
state  the  reasons  for  making  tiie  re¬ 
quirements  inapplicable,  in  accordance 
with  §  860.95; 

(2)  If  classifying  the  device  in  class 
n  or  class  m,  at  the  discretion  of  the 
Ccxnmisslcaier,  estatdish  priorities  to  be 

.  used  for  the  promulgaticm  of  a  perform¬ 
ance  standard  for,  or  application  of  a 
premarket  approval  requirement  to,  the 
device; 

(3)  If  classifying  an  implant,  or  life¬ 
supporting  or  Ufe-sustaining  device,  be 
in  acccx'dance  with  §  860.93(b). 

§  860.93  Classification  of  implants,  life¬ 
supporting  or  life-sustaining  devices. 

(a)  The  classification  panel  shall  rec¬ 
ommend  classification  in  class  m  of  any 
implant  or  life-supporting  or  life-sus¬ 
taining  device  unless  the  panel  deter¬ 
mines  that  classification  in  class  m  is 
not  necessary  to  provide  reasonable  as¬ 
surance  of  the  safety  and  effectiveness 
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of  the  device.  If  the  panel  recommends 
classification  or  reclassification  of  such 
a  device  In  a  class  other  than  class  m. 

It  shall  set  forth  In  Its  recommendation 
the  reasons  for  so  doing  together  with 
references  to  supporting  documentation 
and  data  that  meet  the  requirements  of 
§  860.7,  and  an  Identification  of  the  risks 
to  health,  if  any,  presented  by  the  device. 

(b)  The  Commissioner  shall  classify 
any  Impant  or  life-supporting  or  life- 
sustaining  device  in  class  ni  unless  he 
determines  that  such  classification  is  not 
necessary  to  provide  reasonable  assur¬ 
ance  of  the  safety  and  effectiveness  of 
the  device.  If  the  Commissioner  pro¬ 
poses  to  classify  or  reclassify  the  device 
in  a  class  other  than  class  m,  the  regu¬ 
lation  or  order  effecting  such  classifica¬ 
tion  or  reclassification  shall  be  accom¬ 
panied  by  a  full  statement  of  the  rea¬ 
sons  for  not  classifying  or  not  retaining 
the  device  in  class  III,  which  may  be  in 
the  form  of  concurrence  with  a  panel’s 
reasons  for  its  reconunendation,  together 
with  supporting  documentation  and  data 
that  meet  the  requirements  of  §  860.7, 
and  an  identification  of  the  risks  to 
health,  if  any,  presented  by  the  device. 

§  860.95  Exemptions  from  sertions  510, 
519,  and  520(f)  of  die  act. 

(a)  If  a  panel  recommends  that  a  de¬ 
vice  be  classified  or  reclassified  in  class 
I.  it  shall  recommend  to  the  Commis¬ 
sioner  whether  the  device  should  be  ex¬ 
empted  from  the  requirements  of  one  or 
more  of  the  following  sections  of  the  act: 
section  510  (registration,  product  listing, 
and  premarket  notification) ,  section  519 
(records  and  reports) ,  and  section  520(f) 
(good)  manufacturing  practice  regula¬ 
tions). 

(b)  A  regulation  or  an  order  classify¬ 
ing  or  reclassifying  a  device  in  class  I 
shall  state  the  requirements  of  sections 
510,  519,  and  520(f)  of  the  act  fr(Hn 
which  the  device  is  to  be  exempted,  if 
any,  together  with  the  reasons  for  grant¬ 
ing  such  exemption. 

(c)  Exemptions  will  be  granted  under 
this  section  only  upon  a  determination 
that  the  requirements  from  which  the 
device  is  exempted  are  not  necessary  to 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 

Subpart  C — Reclassification 
§  860.120  (^noral. 

Sections  513(e) .  513(f) ,  514(b) .  515(b) , 
and  520(1)  of  the  act  provide  for  reclassi¬ 
fication  of  a  device  and  prescribe  pro¬ 
cedures  for  effecting  reclassification.  The 
purposes  of  Subpart  C  are  to: 

(a)  Set  forth  the  requirements  as  to 
form  and  content  of  petitions  for  re¬ 
classification; 

(b)  Describe  the  circumstances  in 
which  each  of  the  five  reclassification 
provisions  apply;  and 

(c)  Explain  the  procedures  for  re¬ 
classification  prescribed  in  the  five  re¬ 
classification  sections  of  the  act. 

The  criteria  for  determining  the 
proper  class  for  a  device  are  set  forth 
in  S  860.3(c).  The  reclassification  of  any 
specific  device  within  a  generic  type  of 
device  causes  the  reclassification  of  all 


substantially  equivalent  devices  within 
that  generic  type.  According^,  a  petltlcm 
for  the  reclassification  of  any  specific 
device  shall  be  regarded  as  a  petition  for 
reclassification  of  all  substantially 
equivalent  devices  within  the  same 
generic  type. 

§860.123  RerlaMifiralion  petition:  con¬ 
tent  and  form. 

(а)  Unless  otherwise  provided  in  writ¬ 
ing  by  the  Commissioner,  all  petitkms 
for  reclassificaticm  of  a  device,  regardless 
of  the  section  of  the  act  under  which 
they  are  filed,  shall  include  the  follow¬ 
ing: 

(1)  A  specification  of  the  generic  typte 
of  device  for  which  reclassificaticm  is 
requested. 

(2)  A  statement  of  the  action  re¬ 

quested  by  the  petition,  e.g..  “it  is  re¬ 
quested  tliat _ device (8)  be  reclassi¬ 

fied  frcmi  class  m  to  class  n.” 

(3)  A  completed  supplemental  data 
sheet  applicable  to  the  device  for  which 
reclassification  is  requested. 

(4)  A  completed  classification  ques- 
tionnaire  applicable  to  the  device  for 
which  reclassification  is  requested. 

(5)  A  statement  of  the  basis  for  dis¬ 
agreement  with  the  present  classification 
status  of  the  device. 

(б)  A  full  statement  of  the  reasons 
and  supporting  data  meeting  the  re¬ 
quirement  of  S  860.7  demonstrating  why 
the  device  should  not  be  classified  in  its 
present  classification  and  how  the  pro¬ 
posed  classification  will  provide  reason¬ 
able  assurance  of  the  safety  and  effec¬ 
tiveness  of  the  device. 

(7)  Representative  data  and  informa¬ 
tion  known  to  the  petitioner  which  are 
unfavorable  to  the  petitioner’s  position. 

(8)  If  the  petitimi  is  based  on  new  in¬ 
formation  \mder  section  513(e),  514(b), 
or  515(b)  of  the  act,  a  summary  of  the 
new  information  up(xi  which  the  peti¬ 
tion  is  based. 

(9)  Copies  of  source  documents  from 
which  new  informatkm  used  to  suiHiort 
the  petition  have  been  (Stained  (at¬ 
tached  as  appendices  to  the  petition) . 

(b)  Each  petition  submitted  pursuant 
to  this  sectiem  shall  be: 

(1)  Addressed  to  the  Food  and  Drug 
Administration,  Bureau  of  Medical 
Devices,  Document  Control  Center 
(HFK-20).  8757  Georgia  Ave.,  Silver 
Spring.  Md.  20910; 

(2)  Marked  clearly  with  the  sectiem 
of  the  act  under  which  the  petition  is 
being  submitted,  l.e.,  “513(e),”  ‘‘613(f),” 
“514(b) “515(b) ,”  or  “520(1)  Petition”; 

(3)  Bound  into  a  volume  or  volumes, 
where  necessary;  and 

(4)  Submitted  in  qulntuplicate. 

§  860.125  Consultation  with  panels. 

(a)  When  the  Commissioner  is  re¬ 
quired  to  refer  a  reclassification  petition 
to  a  classification  panel  for  its  recom¬ 
mendation  tmder  §  860.134,  or  is  required 
or  chooses  to  have  consultation  with  a 
panel  concerning  a  reclassification  peti¬ 
tion,  such  as  under  |  860.132  and  |  860.- 
136,  the  Food  and  Drug  Administration 
shall  distribute  a  copy  of  the  petition 
to  each  panel  member  and  shall  consult 


with  the  panel  in  one  of  the  following 
ways: 

(1)  (Consultation  by  telephone  with 
a  majority  of  current  voting  panel 
members; 

(2)  Consultation  by  mall  with  a  ma¬ 
jority  of  current  voting  panel  members; 

(3)  Discussion  at  a  panel  meeting  with 
or  without  the  isstiance  of  a  formal  rec¬ 
ommendation  by  the  panel. 

(b)  The  method  of  consultation  chosen 
by  the  Commissioner  will  depend  on  the 
importance  and  (xxnplexity  of  the  sub¬ 
ject  matter  involved  and  the  need  for 
rapid  action.  When  time  and  circum¬ 
stances  permit,  the  Commissioner  will 
consult  with  a  panel  through  discussion 
at  a  panel  meeting. 

(c)  When  a  petition  is  submitted  under 
(  860.134  for  a  “new  device,”  the  Com¬ 
missioner’s  consultation  with  the  panel 
shall  include  obtaining  a  recommenda¬ 
tion  that  includes  the  information  set 
forth  in  i  860.84(d). 

§  860.130  General  proreduren  under 
seelion  513(e)  of  the  art. 

(a)  Section  513(e)  of  the  act  applies 
to  all  reclassification  proceedings  under 
the  act  except  those  initiated  by  a  manu¬ 
facturer  or  importer  for  reclassification 
of  a  device  currently  in  class  in  by  oper¬ 
ation  of  either  section  513(f)  or  520(1) 
of  the  act.  See  Si  860.134  and  860.136, 
respectively. 

(b)  A  proceeding  to  reclassify  a  device 
under  section  513(e)  may  be  initiated: 

(1)  On  the  initiative  of  the  Commis¬ 
sioner  alone; 

(2)  On  the  initiative  of  the  Commis¬ 
sioner  in  response  to  a  request  for  change 
in  classification  based  on  new  informa¬ 
tion,  under  section  514(b)  or  515(b)  of 
the  act  (see  |  860.132) ;  or 

(3)  In  response  to  the  petition  of  an 
interested  person,  bewed  on  new  infor¬ 
mation,  filed  in  accordance  with  f  860.- 
123. 

(c)  A  proceeding  to  reclassify  a  device 
under  section  513(e)  shall  be  conducted 
in  accordance  with  the  rule  making  pro¬ 
cedures  In  1 10.40  of  this  chapter,  except 
that  the  Commissioner  may  secure  a 
rMommendati(m  with  respect  to  a  pro¬ 
posed  reclassification  from  the  classifi¬ 
cation  panel  to  which  the  device  was 
last  referred.  If  a  proposed  reclassifica¬ 
tion  is  submitted  to  a  panel  for  its  rec¬ 
ommendation,  the  panel  will  consider  it 
in  accordance  with  the  consultation  pro- 
cediu*es  of  i  860.125.  Any  reccunmenda- 
tion  stibmltted  to  the  Commissioner  by 
the  panel  shall  be  published  in  the 
Federal  Reoistbr. 

(d)  If  a  device  is  reclassified  under 
this  section,  the  regulation  effecting  the 
reclassification  may  revoke  any  perform¬ 
ance  standard  or  premarket  approval 
requirement  that  is  no  longer  applicable 
to  the  device  because  of  the  change  in 
classification. 

(e)  A  regulation  under  this  section 
changing  the  classification  of  a  device 
from  class  m  to  class  n  may  provide 
that  such  classification  shall  not  take 
effect  imtil  the  effective  date  of  a  per- 
formsmee  standard  established  under 
section  514  of  the  act  for  the  device. 
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§  860.132  Procedures  when  tlie  Com* 
missiuner  initiates  a  performance 
Hiandard  or  premarket  approral 
proeeedinK  under  section  514(b)  or 
515(b)  of  the  act. 

(a)  Sections  514(b)  and  515(b)  of  the 
act  require  the  Commissioner  to  provide, 
by  notice  in  the  Federal  Register,  the 
opi>ortunity  for  interested  parties  to  re¬ 
quest  a  change  in  the  classification  of  a 
device  based  on  new  information  rele¬ 
vant  to  its  classification  when,  for  that 
device,  the  Commissioner  initiates  a  pro¬ 
ceeding  either  to  develop  a  performance 
standard  for  a  class  II  device  or  to  pro¬ 
mulgate  a  regulation  requiring  pre¬ 
market  approval  for  a  class  III  device. 
In  either  case,  if  the  Commissioner 
agrees  that  the  new  information  war¬ 
rants  a  change  in  classification,  he  will 
give  notice  of  his  intent  to  initiate  a  pro¬ 
ceeding  imder  section  513(e)  of  the  act 
and  S  860.130  to  effect  such  a  change. 

(b)  The  procedures  for  effecting  a 
change  in  classification  under  sections 
514(b)  and  515(b)  of  the  act  are  as 
follows: 

(1)  Within  15  days  after  publication 
of  the  Commissioner’s  notice  referred  to 
in  paragraph  (a)  of  this  section,  a  peti¬ 
tion  for  reclassification  is  filed  by  an 
Interested  person  in  accordance  with 
§  860.123. 

(2)  The  Commissioner  has  consulta¬ 
tion  regarding  the  petition  with  the  ap¬ 
propriate  classification  panel  in  accord¬ 
ance  with  S  860.125. 

(3)  Within  60  days  after  publication 
of  the  notice  referred  to  in  paragraph 
(a)  of  this  section,  the  Commissioner, 
by  order  published  in  tlie  Federal  Reg¬ 
ister,  either  denies  the  petition  or  gives 
notice  of  his  intent  to  initiate  a  change 
in  classification  in  accordance  with 
:  860.130. 

§  860.134  Procedures  for  “new  devices” 
under  section  513(1)  of  ibe  act. 

(a)  Section  513(f)(2)  of  the  act  ap¬ 
plies  to  reclassification  proceedings  initi¬ 
ated  by  a  manufacturer  or  importer  for 
reclassification  of  a  device  currently  in 
class  III  by  operation  of  section  513(f) 

(1)  of  the  act.  This  category  includes 
any  device  that  was  first  introduced  or 
delivered  for  introduction  into  interstate 
commerce  for  commercial  distribution 
after  May  28, 1976,  imless: 

(1)  It  is  substantially  equivalent  to 
another  device  that  was  in  commercial 
distribution  before  that  date  and  had  not 
been  regulated  before  that  date  as  a  new 
drug;  or 

(2)  It  is  substantially  equivalent  to 
another  device  that  was  not  in  commer¬ 
cial  distribution  before  such  date  but  has 
been  classified  in  class  I  or  class  II;  or, 

(3)  The  Commissioner  has  classified 
the  device  in  class  I  or  class  n  in  re¬ 
sponse  to  a  petition  for  reclassification 
under  this  section. 

The  determination  that  a  device  is 
not  "substantially  equivalent"  for  pur¬ 
poses  of  the  application  of  this  section 
is  made  by  the  Food  and  Drug  Adminis¬ 
tration.  If  the  manufacturer  or  importer 
believes  that  a  device  Is  not  “substan¬ 


tially  equivalent"  but  that  it  should  not 
be  in  class  III  under  the  criteria  in 
S  860.3(c),  it  may  petition  for  reclassi- 
flcatlon  under  this  section.  If  the  manu¬ 
facturer  or  Importer  believes  that  a  de¬ 
vice  is  “substantially  equivalent”  and 
desires  to  proceed  to  market  the  device, 
the  Food  and  Drug  Administration  will 
have  an  opportunity  to  determine 
whether  the  device  is  “substantially 
equivalent”  on  the  basis  of  the  premar¬ 
ket  notification  the  manufacturer  or  im¬ 
porter  is  required  to  submit  in  accord¬ 
ance  with  Part  807  of  this  chapter, 

(b)  The  procedures  for  effecting  re¬ 
classification  under  section  513(f)  of  the 
act  are  as  follows: 

(1)  The  manufacturer  or  Importer  of 
the  device  petitions  for  the  reclassifica¬ 
tion  of  the  device  in  accordance  with 
§  860.123. 

(2)  Within  30  days  after  the  filing  of 
a  petition,  the  Commissioner  notifies  the 
petitioner  of  any  deficiencies  in  the  pe¬ 
tition  that  prevent  him  from  making  a 
decision  on  it,  allowing  the  petitioner  to 
supplement  a  deficient  petition.  If  the 
supplementary  material  or  explanation 
of  the  petition  is  deemed  sufficient  to 
permit  the  Commissioner  to  make  a  de¬ 
cision  on  the  petition,  the  petitioner  is 
so  notified. 

(3)  After  determining  that  the  peti¬ 
tion  has  no  deficiencies  that  preclude  a 
decision  on  it,  the  Commissioner  refers 
the  petition  to  the  appropriate  classifi¬ 
cation  panel  for  its  review  and  recom¬ 
mendation  respecting  approval  or  de¬ 
nial  of  the  petition. 

(4)  Within  90  days  after  the  date  of 
referral  of  the  petition,  the  panel,  after 
following  the  same  review  procedures 
set  forth  in  §  860.84(c)  for  the  original 
classification  of  an  “old”  device,  sub¬ 
mits  its  recommendation  to  the  Com¬ 
missioner  containing  the  Information 
set  forth  in  §  860.84(d) .  A  panel  recom¬ 
mendation  is  regarded  as  preliminary 
until  the  Food  and  Drug  Administration 
has  reviewed  the  proposed  panel  recom¬ 
mendation,  discussed  it  with  the  panel  if 
appropriate,  and  developed  a  proposed 
reclassification  order.  Preliminary  panel 
recommendations  are  filed  in  the  Hear¬ 
ing  Clerk’s  office  upon  receipt  and  are 
available  to  the  public  upon  request. 

(5)  The  panel  recommendation  is 
published  in  the  Federal  Register  as 
soon  as  practicable  and  opportunity  is 
provided  for  interested  persons  to  pro¬ 
vide  comments  on  the  recommendation. 

(6)  Within  90  days  after  receiving 
the  panel’s  recommendation  (and  no 
more  than  210  days  after  the  date  of  fil¬ 
ing  of  the  petition),  the  Commissiimer 
denies  or  approves  the  petition  by  order 
in  the  form  of  a  letter  to  the  petitioner. 
If  the  Commissioner  approves  the  peti¬ 
tion,  the  order  will  classify  the  device 
into  class  I  or  class  II.  as  appropriate 
under  the  criteria  set  forth  in  §  860.3(c) 
and  subject  to  the  applicable  require¬ 
ments  of  §  860.93  relating  to  the  classi¬ 
fication  of  implants,  life-supporting  or 
life-sustaining  devices  and  S  860.95  re¬ 
lating  to  exemptions  from  certain  re¬ 
quirements  of  the  act, 

(7)  Within  a  reasonable  time  after  is¬ 
suance  of  an  order  effecting  reclassifica¬ 


tion  under  this  section,  the  Commissioner 
announces  the  reclassification  by  notice 
publMied  In  the  Federal  Register. 

§  860.136  Procedure*  for  tranftilional 
produrls  under  section  520(1)  of  the 
act. 

(a)  Section  520(1)  (2)  of  the  act  ap¬ 
plies  to  reclassification  proceedings  ini¬ 
tiated  by  a  manufacturer  or  importer 
for  recla^ification  of  a  device  currently 
In  class  III  by  operation  of  section  520(1) 
(1)  of  the  act.  This  applies  to  any  device 
that  was  regarded  as  a  “new  drug”  be¬ 
fore  May  28,  1976. 

(b)  ’The  procedures  for  effecting  re¬ 
classification  imder -section  520(1)  are 
as  follows: 

(1)  The  manufacturer  or  importer  of 
the  device  files  a  p>etition  for  the  reclas¬ 
sification  of  the  device  in  accordance 
with  §  860.123. 

(2)  Within  30  days  after  the  filing  of 
the  petition,  the  Commissioner  notifies 
the  petitioner  of  any  deficiencies  in  the 
petition  that  prevent  him  from  making 
a  decision  on  it,  allowing  the  petitioner  to 
supplement  a  deficient  petition.  If  the 
supplementary  material  or  explanation 
of  the  petition  is  deemed  acceptable,  the 
petitioner  is  so  notified. 

(3)  The  Commissioner  provides  the 
petitioner  an  opportunity  for  an  informal 
hearing  conducted  in  accordance  with 
Part  16  of  this  chapter. 

(4)  The  Commissioner  has  consulta¬ 
tion  regarding  the  petition  with  the  ap¬ 
propriate  classification  panel  in  accord¬ 
ance  with  S  860.125. 

(5)  Within  180  days  after  the  filing  of 
the  petition  (where  the  Commissioner 
has  determined  It  to  be  adequate  for  re¬ 
view),  the  Commissioner  by  order  in  the 
form  of  a  letter  to  the  petitioner  either 
denies  the  petition  or  classifies  the  de¬ 
vice  in  class  I  or  class  n,  in  accordance 
with  the  criteria  set  forth  in  S  860.3(c). 

(6)  Within  a  reasonable  time  after  is¬ 
suance  of  an  order  effecting  reclassifi¬ 
cation  under  this  section,  the  Commis¬ 
sioner  announces  the  reclassification  by 
notice  published  in  the  Federal  Register. 

Interested  persons  may.  on  or  before 
November  14,  1977,  submit  to  the  Hear¬ 
ing  Clerk  (HFC-20),  Food  and  'Drug 
Administration,  Room  4-65,  5600  Fish¬ 
ers  Lane,  Rockville.  Md.  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  all  comments  shall  be  sub¬ 
mitted,  except  that  Individuals  may  sub¬ 
mit  single  copies  of  comments,  and  shall 
be  identified  with  the  Hearing  Clerk 
docket  number  found  In  brackets  in  the 
heading  of  this  document.  Received 
conunents  may  be  seen  in  the  above  office 
between  the  hours  of  9  a.m.  and  4  p.m., 
Monday  through  Friday. 

Note. — The  Pood  and  I>rug  Administration 
has  determined  that  this  document  does  not 
contain  a  major  proposal  requiring  prepara¬ 
tion  of  an  Inflation  Impact  statement  un¬ 
der  Executive  Order  11821  and  OMB  Circu¬ 
lar  A-107.  A  copy  of  the  inflation  impact 
assessment  Is  on  file  with  the  Hearing  Clerk, 
Food  and  Drug  Administration. 

Dated:  September  1, 1977, 

Donald  Kennedy, 
Commissioner  of  Food  and  Drugs. 

[FR  Doc.77-26388  Filed  9-12-77:8:45  am] 
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